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DIMINISHED CAPACITY: CAN THE FDA AS- 
SURE THE SAFETY AND SECURITY OF THE 
NATION’S FOOD SUPPLY? PART HI 


THURSDAY, OCTOBER 11, 2007 

House of Representatives, 

Subcommittee on Oversight and Investigations, 

Committee on Energy and Commerce, 

Washington, DC. 

The subcommittee met, pursuant to call, at 9:30 a.m., in room 
2123, Rayburn House Office Building, Hon. Bart Stupak (chair- 
man) presiding. 

Present: Representatives DeGette, Melancon, Waxman, Green, 
Dingel, Whitfield and Burgess. 

Staff present: John Sopko, Scott Schoyel, David Nelson, Joanne 
Royce, Kevin Barstow, Richard Wilfong, Kyle Chapman, Alan 
Slobodin, Pete Spencer, Garrett Golding, and John Stone. 

OPENING STATEMENT OF HON. BART STUPAK, A REPRESENT- 
ATIVE IN CONGRESS FROM THE STATE OF MICHIGAN 

Mr. Stupak. This meeting will come to order. 

Today we have a hearing on Diminished Capacity: Can the FDA 
Assure the Safety and Security of the Nation’s Food Supply, Part 
III. Each Member will be recognized for a 5-minute opening state- 
ment. 

Today we hold the third hearing of the subcommittee dealing 
with the safety and security of the Nation’s food supply. This hear- 
ing will focus on the safety of food imported into the United States 
and the adequacy of the efforts of both the FDA and the USD A to 
protect Americans from unsafe imported food. We will also examine 
what food safety and quality control systems other countries use to 
protect their food imports. 

Due to the globalization of the American economy, there has 
been a dramatic increase in the amount of imported food in recent 
years. In the last decade alone, USDA regulated meat and poultry 
imports have increased by 87 percent. In the same time, overall im- 
ports to the United States have tripled to almost 2 trillion per year. 
At a time when food imports are sharply increasing, FDA inspec- 
tors of imported food have decreased by 90 percent from 50,000 in- 
spections in 1972 to just 5,000 in 2006. The FDA now inspects less 
than 1 percent of all imports, and only a fraction of that number 
are even tested. This is simply unacceptable. 

We need a food safety system capable of combating dangerous 
food imports. Unfortunately, the Food and Drug Administration’s 

( 1 ) 
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current system is woefully inadequate. Approximately 150 coun- 
tries import food into the United States. Because of recent high- 
profile events such as melamine contaminated wheat gluten and 
seafood laced with unapproved antibiotics, imports from China 
have received most of the attention. As with other countries, Chi- 
nese imports in the United States have steadily increased. How- 
ever, Chinese imports have increased more rapidly than the global 
average. 

Between 1996 and 2006, the last 10 years, the volume of imports 
of Chinese agricultural and seafood products have increased by 346 
percent. China is now the third largest exporter of agricultural and 
seafood products into the United States. Because of the concerns 
regarding the safety of Chinese food imports, on August 17, Chair- 
man Dingell and I dispatched committee staff to China to ascertain 
whether food from that country could be imported safely into the 
United States and to determine whether China has taken or is tak- 
ing the necessary steps to assure the safety of its food exports. 
While in China, committee staff met with government officials from 
China, Hong Kong and the United States. They met with American 
and other multinational executives and news reporters that covered 
food issues for their media outlets. 

In our first panel today, we will hear directly from the committee 
staff about their findings. 

Testifying on the second panel will be Dr. Michael Martin of the 
Congressional Research Service. Dr. Martin is an expert in Asian 
trade practices and has familiarity with Japan and Hong Kong’s 
quality control systems for dealing with imported foods. He will 
testify regarding the methods employed by Japan and Hong Kong 
to ensure the safety of food imports from China. The committee 
would like to extend a special thank you to the Congressional Re- 
search Service for its valuable work in detailing food import issues. 
The work of Geoffrey Becker is especially appreciated. 

Also testifying on the second panel will be Mr. James Rice, vice 
president and country manager for Tyson Foods in China. He is an 
executive with over 20 years of experience in China. He will testify 
about quality control issues in China, including steps that the Jap- 
anese take to ensure the safety of imports coming from China and 
the quality control measures that Tyson employs in China to en- 
sure the safety of the food it produces there. 

Finally, the third panel will be comprised of officials from both 
the USDA and FDA. Dr. Richard Raymond of the USDA will testify 
regarding the policies that his agency pursues to ensure the safety 
of beef, pork, poultry and egg imports. Dr. David Acheson and Ms. 
Margaret Glavine of the FDA will testify about the process that the 
FDA employs to ensure the safety of FDA-regulated food imports. 
We also expect them to address specific issues of imported food 
safety. 

Recently, Chairman Dingell and I introduced a bill that will ad- 
dress many of the FDA’s deficiencies. The bill would give the FDA 
a credible start in obtaining the resources it needs to deal with the 
flood of imported food. This hearing will also explore whether the 
FDA has the system or the will to use any new resources wisely. 
This subcommittee has already uncovered evidence of the FDA’s 
ability to squander resources through giving excessive bonuses to 
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personnel at headquarters, attempting to consolidate decision mak- 
ing at headquarters instead of deploying urgently needed resources 
in the field and the fraudulent abuse of religious leave. 

Simply put, the FDA must use its resources more wisely to ac- 
complish its mandate of protecting the Nation’s food supply. Amer- 
ican consumption of imported food will continue to rise in the fu- 
ture. So now more than ever our country’s Federal food safety sys- 
tem needs to be strong enough to protect the public health, our na- 
tional security and our economy. Today’s hearing will discuss what 
must be done to make this a reality. 

That’s the end of my opening statement. I would now like to rec- 
ognize the gentleman from Kentucky, the ranking member, Mr. 
Whitfield, for his opening statement 

OPENING STATEMENT OF HON. ED WHITFIELD, A REPRESENT- 
ATIVE IN CONGRESS FROM THE COMMONWEALTH OF KEN- 
TUCKY 

Mr. Whitfield. Chairman Stupak, thank you very much. We 
look forward to this hearing today as we continue our efforts to an- 
swer the question, can the FDA assure the safety and the security 
of the Nation’s food supply? That’s a question that most Americans 
want answered, and they want to feel comfortable with that an- 
swer. Every day we read it seems about additional problems with 
imports of our food supply such as tainted pet food, wheat gluten. 
Seafood from China, for example, made national headlines earlier 
this year. 

Our concerns over weaknesses and FDA’s food import system 
persists. Minority committee staff recently learned that, in Feb- 
ruary 2006, FDA received information from its pilot program called 
Predict that a cancer-causing disinfectant, malachite green, was de- 
tected in Chinese farm-raised seafood in South Korea and Canada. 
Canada announced the detentions of all Chinese eel products start- 
ing January 31, 2006, but it took FDA over 6 months before it im- 
posed an import alert, and still bad products were shipped into the 
country. 

This morning we will hear about China’s food safety system as 
well as neighboring systems in Hong Kong and Japan. And we’re 
hopeful that that information will shed light on measures that may 
increase our confidence in the safety of our food imports. As we ex- 
amine these issues today, I think we can agree that FDA, many of 
us feel, requires fundamental reform of its approach to import safe- 
ty. We know that the FDA employees are dedicated and committed 
to accomplishing this task. But all of us are interested in looking 
at ways that we can improve their efforts. 

The agency’s 100-year-old regulatory approach to food safety can- 
not deal with the huge growth in food imports over the past dec- 
ade. This import surge is really astounding. In 1980, there were 1 
million food lines of entry into America. And today, there are well 
over 10 million food lines. Imports have risen 15 percent annually 
over the last 10 years, and this number is expected to rise. 

At the same time, while imports represent a larger portion of our 
food supply, roughly 15 percent overall, some products such as im- 
ported fresh fruits account for up to 60 percent of our food supply 
in that category and even 80 percent for seafood. The percentage 
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of imports inspected by FDA has plummeted from roughly 8 per- 
cent in 1992 to my understanding roughly 1 percent today. This is 
a situation with an agency that has jurisdiction over the 80 percent 
of our food supply but operates with only about 20 percent of the 
U.S. food safety budget. And that’s because the Department of Ag- 
riculture has the largest percent of that budget. 

But numbers don’t fully explain the problem. As we’ve discussed 
in past hearings, the FDA’s import system is not really set up to 
deal with the realities of global commerce. We can no longer rely 
upon border operations as the primary line of defense to ensure im- 
ported food safety. Giving more money alone is not the answer. The 
FDA must deploy a risk-based import inspection system where the 
agency identifies and prioritizes important risks well before a ship- 
ment reaches our shores. To do this, the agency needs to increase 
its information about foreign food manufacturers, their products, 
their distribution chains. FDA must profile food control agencies in 
foreign countries, understand what they do, and where they are de- 
veloping new programs. It needs better information about particu- 
lar food facilities and production practices abroad. This requires 
modern information systems as well as an increased overseas pres- 
ence for inspections and information-gathering activities. To accom- 
plish this, FDA should have a separate foreign inspections program 
with inspectors assigned full time. 

An effective system also requires FDA to implement new infor- 
mation and risk-modelling systems. We understand some of this in- 
formation technology already exists today, but the agency, for 
whatever reason, has been slow to deploy it. For example. Predict, 
an automated import entry system, supports risk assessments and 
has been operating only at one port and only for seafood for the 
past 3 years. FDA, we hope, will move quickly to expand use of this 
system or one similar to it. 

I would also just point out that the minority committee staff re- 
quested recently names and locations of individuals that work at 
FDA who work full time on import inspections. And FDA provided 
the information, showing that there were only 30 full-time import 
entry reviewers. There were zero full-time import inspectors and 
zero full-time import investigators. Now FDA did provide the name 
of 213 employees who spend the majority of their time working on 
import activities. But even using the measuring term that FDA has 
called full-time equivalents, they said there are 454 investigational 
operational import full-time equivalents today. And back in 1992, 
there were 631. And yet we see this dramatic increase in the num- 
ber of imports. And yet the full-time equivalents working on this 
area of food inspection safety seems to be decreasing. So, hopefully, 
this hearing will supply some answers for us. 

And, Mr. Chairman, we look forward to working with you as we 
move forward on this important issue. 

Mr. Stupak. I thank the gentleman for his opening statement. 

Ms. DeGette for an opening, please. 
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OPENING STATEMENT OF HON. DIANA DEGETTE, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF COLO- 
RADO 

Ms. DeGette. Thank you, Mr. Chairman. The most important 
thing that this subcommittee can do is continue to be a watchdog 
for public health and safety. And I appreciate you holding this se- 
ries of hearings. 

Until quite recently, it never occurred to ordinary Americans 
that they needed to be concerned about the safety of the food they 
purchased from their neighborhood grocery store. But with prod- 
ucts affecting ground beef, peanut butter, spinach, toothpaste, 
cough syrup, lettuce and even pet food in the news almost daily 
over the last year, people no longer assume, and rightly so, that 
what they buy is safe. 

A recent survey showed an all-time low in consumer confidence 
in their food. And who can blame them? Our food safety system 
was simply designed for a different era. In 2007, we are at the 
mercy of a food safety system that was designed for the 1970s. If 
you look at my chart, today we are importing a dramatically larger 
percentage of our food than even a decade ago. If you look at this 
chart, imports just from China have skyrocketed in the past 5 
years. In fact, according to the Congressional Research Service, im- 
ports of Chinese agricultural and seafood products alone have in- 
creased almost 350 percent since 1996 from $880 million to over $4 
billion in 2006 alone. And this is just the imports from China. The 
red line would be even more dramatic if we looked at food imports 
from other countries as well. 

At the same time that these imports have increased though, the 
FDA’s food budget has stayed nearly constant but with more de- 
mands on that budget. The FDA’s food division operated under a 
shortfall of nearly $140 million in 2006 due to a combination of in- 
creased personnel costs and new terrorism responsibilities. So that 
results in essence in a budget cut of nearly 25 percent. 

And as Mr. Stupak said, this indefensible resource shortfall has 
been combined with mismanagement of resources at the FDA. 
While increasing numbers of imports have provided consumers 
with lower prices and more choices. I’m going to guarantee you, if 
you asked my constituents, they never bargained for a correspond- 
ing decline in food safety with those lower prices. They want the 
lower prices, yes, but they also want us to ensure that the food 
coming into this country is safe for them to consume. 

The rise in imports is not necessarily problematic in and of itself. 
But when you couple that with an outdated and underfunded 
screening system, we’ve seen the results. And worse is to come if 
we don’t fix the problem. Adding more inspectors and finding a way 
to pay for them is one step, but there are other steps that we need 
to take. And some of the members of this committee I’m sure will 
talk about it today. 

We need to, first of all, ensure that safety is built into the system 
so that we eliminate contamination in the first place. And second, 
we need to build the regulatory framework required to effectively 
deal with an outbreak should one occur. 

We all realize this is not just an issue of imported foods. The 
Topps beef contamination and yesterday’s Sam Club’s recall are 
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just the most recent examples of problems right here at home. It 
seems like every time we have a hearing, there’s been a recall 
about a day before. And that just shows the extent of the problem. 

There’s a lot of legislation. Chairman Dingell has introduced a 
bill. I have a bill, H.R. 3484, the Safer Foods Act, which gives the 
FDA and USD A mandatory recall authority in the event of an out- 
break. And there are other bills as well. Another bill I introduced 
was H.R. 3485, the Trace Act, which sets up a food product 
traceability system so that we can trace where our food is coming 
from so that we can recall it and make sure it comes off of the 
shelves. 

In today’s digital age, there’s no reason we can’t track food prod- 
ucts from farm to fork. And the fact that many other industrialized 
nations are already doing it proves that point. And finally, we can’t 
pretend to reform our food safety system while keeping in tact the 
complex regulatory structure in which 15 separate agencies share 
food safety jurisdiction. We must create a single food safety agency 
to ensure accountability once and for all. 

I want to thank you, Mr. Chairman, for having this hearing. I 
expect to hear the latest on what the FDA’s doing to combat this 
crisis. I also am continuing to monitor the status, as you men- 
tioned, of a laboratory closing plan because it makes no sense to 
consolidate food safety labs at a time like this. We need to get a 
grip on this, both legislatively and in an oversight way. And I wel- 
come this additional hearing in our series of hearings. 

Thank you, Mr. Chairman. 

Mr. Stupak. I thank the gentlewoman. 

Mr. Burgess for an opening statement for 5 minutes. 

OPENING STATEMENT OF HON. MICHAEL C. BURGESS, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. Burgess. Thank you, Mr. Chairman. And I appreciate you 
having the hearing today. 

So, Mr. Chairman, we’ve seen recall upon recall all summer long, 
consumer product safety questions, consumer confidence dives. The 
number of recalls this summer has been alarming. This committee 
must take an active role. We’re here to provide oversight to safe- 
guard America from dangerous food, dangerous consumer products. 
The public health and the public confidence are both at stake in 
this. You just can’t help but notice that all of the products and all 
of the foods that turn out to be problematic, all emanate from a 
single foreign source. 

While I want to thank the leadership of this committee for hold- 
ing this hearing, third in the series on the Nation’s food supply, the 
subcommittee has been appropriately aggressive and pursued a bi- 
partisan investigation on the matter. Really I want to urge my col- 
leagues on both sides of the dais that this committee and the full 
Energy and Commerce Committee aggressively pursue legislation 
to deal with this problem. Chairman Dingell, of course, has intro- 
duced H.R. 3610. I don’t know that that’s a perfect piece of legisla- 
tion, but I hope we get a chance to visit about that in both the sub- 
committee and the full committee. And whether we ultimately 
agree on all of the points or not, I thank the chairman for introduc- 
ing the legislation on this important matter and certainly hope 
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there will be an opportunity this time for some bipartisan inter- 
action on what will be important legislation that will affect the 
course of this country for decades to come. Its intentions are good. 
It’s always details, details, details, and again look forward to really 
aggressively working on that legislation. 

I think we need to look at how other Federal agencies have dealt 
with problems and what tools they have at their disposal and 
whether it would be appropriate for the FDA to have similar tools, 
similar authorities. I hope that today’s hearing will help us further 
the goal of transforming the Food and Drug Administration be- 
cause truly this is transformational. We’re beyond the point of re- 
form. Reform is, if you’ve got a little problem, you need to manage 
it around the edges. 

This is a big problem, and it is going to require true trans- 
formation of the Food and Drug Administration into an agency that 
can fully cope with the importation problems of the 21st century. 
They are not problems that were created by the FDA. They are 
problems that are created by where we are in the world right now, 
and the FDA right now needs to be able to respond to those prob- 
lems. If the FDA needs additional authorities, needs additional re- 
sources to be able to truly protect Americans, then we need to have 
a frank conversation about this, and I look forward to engaging in 
a candid conversation with the witnesses today. I continue to be 
very interested. We heard from Dr. Bill Hubbard, former FDA asso- 
ciate commissioner of this committee on several occasions. His 
prior proposal, that has been discussed at length and mentioned in 
previous hearings, would grant the FDA the authority to embargo 
a specified food from a specified country much like similar author- 
ity to the USDA has in regard to meat and meat products. If this 
standard is good enough for meat products, then it makes sense 
that it should be good enough for all food and drink imported into 
this country. And Mr. Chairman, we might even argue that it also 
should apply to other imported goods, such as toys. 

While I had hoped to have legislation addressing Mr. Hubbard’s 
concerns available to introduce, it has been tough sledding. There 
are a lot of things that I hadn’t considered when I originally took 
that project on and my staff, my personal staff, took that project 
on. We’ve had some difficulty getting answers. It seems that those 
difficulties seem to be evaporating now. But I actually welcome the 
fact to have both the USDA and the FDA side by side on the panel 
today. Perhaps we can pursue some of those questions that have 
been particularly vexing. And certainly I welcome an open discus- 
sion regarding the proposal that I’ve had and Chairman Dingell’s 
proposal. Again, Mr. Chairman, thank you for holding this hearing. 
And in the interest of time. I’m going to yield back the balance of 
my time. 

Mr. Stupak. I thank the gentleman. 

And Members should realize this is the third of five hearings we 
have scheduled. The next one will be November 1. It’s going to be 
drugs that are imported from overseas. On November 13 — that is 
a Tuesday — we are going to do it on domestic foods, going back to 
domestic food. It will be our second hearing on domestic foods. That 
hearing is a Tuesday. It is at 10:00 a.m. If you need us to adjust 
the time, such as Members like Mr. Waxman, Ms. DeGette or Mr. 
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Burgess coming in from Texas, if you need us to shove that back 
an hour or so, we can accommodate Members. Some of us will be 
in on Monday. So think about it so we can accommodate everybody. 

Mr. Inslee, opening statement, please. 

OPENING STATEMENT OF HON. JAY INSLEE, A REPRESENTA- 
TIVE IN CONGRESS FROM THE STATE OF WASHINGTON 

Mr. Inslee. Thank you. I appreciate the chairman talking about 
these other hearings because I think it’s important that, while 
today we focus on the Chinese problem, that this is just one hole 
in a safety net that has many holes. The kids who were damaged 
by spinach, it wasn’t from China. It was from fields in California, 
and I’m told we had more food rejected in our inspection process 
from India last year than from China. So I just don’t think we can 
lose sight of the fact that this entire scheme needs to be changed, 
and I appreciate the chair’s leadership on that. 

I hope today that we’ll hear answers to three questions I’d like 
to pose. First, do we need to have at least as aggressive a food safe- 
ty program as Hong Kong? We will hear testimony about the Hong 
Kong process that requires certificates to allow entry of at least 
Chinese imports. And the question arises, should we at least have 
as vigorous a program as they do? Second, I’d like to hear whether 
it’s time to have at least as rigorous an inspection protocol from the 
FDA as the USDA. Why are we not providing the same level of pro- 
tection for nonmeat and fish products? And I think we’re starting 
to see hazards associated with those that would justify that action. 
And third, I hope we’ll have a discussion of the plans or at least 
a discussion of the closure of labs at the very moment we have this 
continued increase in threats — and it is a great decrease in con- 
fidence; 70 percent of Americans now do not trust these overseas 
products. So I hope we’ll have a discussion of that, what appears 
to me to be a very short-sighted effort. With that, I yield back. 

Thanks, Mr. Chairman. 

Mr. Stupak. I thank the gentleman. 

Mr. Waxman, an opening statement, please. 

OPENING STATEMENT OF HON. HENRY A. WAXMAN, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF CALIFOR- 
NIA 

Mr. Waxman. Thank you very much, Mr. Chairman, for your vig- 
orous efforts in oversight in the area of the safety of food and drugs 
and other products that are consumed by the American people. 

Over the years, we have had a lot of hearings when there has 
been a scare but not a lot of sustained activity after the hearings 
to make sure that we do protect the American people from unsafe 
products. We are seeing the downside of two predominant views of 
our economy. One has been that we should rely more and more on 
a globalized economy. Well, the downside of that is that we don’t 
have control, as we would like, for the evaluation of the safety 
problems when we bring in products from other countries. In many 
ways, we rely on these other countries to assure us that we are im- 
porting a product that is maybe not otherwise available here but 
is going to be safe when it is consumed here. 
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The other theory that we are seeing the downside is deregula- 
tion. For years now, we’ve seen proposals to deregulate, to get gov- 
ernment out of the way, to allow the private sector to solve prob- 
lems. And thus, we now have an FDA with diminished resources 
to do its job, with inadequate authority to do its job. So for those 
who have argued that we need to deregulate, to starve the regu- 
latory agencies, we are seeing the results come home. 

In the great tradition of oversight, this committee has sent our 
investigators to China. And what they’ve reported back to us is 
really pretty startling. They have indicated that what they have 
seen is that the Chinese food supply chains do not meet inter- 
national standards. The Chinese Government is very concerned 
about bad press or bad appearances or embarrassment in the ex- 
port market, and the branding of “Made in China” in a negative 
way around the world. But they have no meaningful regulatory 
system to make sure that the farming and food processing in China 
will lead to safety even for their own consumers. There have been 
many outspreads, wide outspreads of poisoning of Chinese from un- 
safe foods. So when they have problems, they don’t do enough to 
stop the entrepreneurs, so-called, from smuggling in food supplies 
into the export market even if they are unsafe. 

Well, what can we do about this? We have had hearings, and we 
have certainly come to the conclusion the FDA is not doing its job. 
Well, we want to rely on an FDA that can and will do its job. So 
we need to give them the resources. We need to give them the au- 
thority. But other proposals have been put forward, such as the 
legislation by Chairman Dingell, to say that we ought to not just 
rely on inspections here in the United States but to try to ascertain 
that a country has a regulatory system in place to protect the sup- 
ply that is going to be brought into the U.S. market. 

Well, that sounds like an ideal way to resolve things, but I don’t 
think in the real world it’s going to happen for quite a while. Then 
the legislation suggests that we ought to have the FDA certify indi- 
vidual marketers. Well, if that is what we are going to rely on, that 
is going to involve thousands and thousands of individual places to 
inspect. We have to deal with a modernization of a regulatory sys- 
tem, a modernization of an effort here in the United States to pro- 
tect the American consumers. 

Our colleague, Ms. DeGette, just talked about how consumers 
welcome globalization when it leads to a wider variety of products 
that are not available and to lower prices for those products. But 
her consumers nor do my consumers want to have a lower price for 
a food product that may cause genuine harm. I am encouraged that 
we are holding hearings; we are looking at legislation, not only for 
imported product safety but for domestic safety as well. 

I commend you, Mr. Chairman, for your efforts. We have got to 
make sure that we are not just holding hearings but that we follow 
through so that the daily press that we see of food problems be- 
comes something that is dealt with in a realistic way. Thank you. 

Mr. Stupak. Thank the gentleman. 

The chairman of the full committee, Mr. Dingell, for an opening 
statement please. 
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OPENING STATEMENT OF HON. JOHN D. DINGELL, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF MICHI- 
GAN 

Mr. Dingell. Mr. Chairman, I thank you. And I commend you 
for holding this hearing and for the superb leadership you are giv- 
ing in terms of protecting the American consumers. I also want to 
commend you for the excellent and far-reaching investigation into 
the effectiveness of our laws and the administration activities in 
support of those things. 

The food safety challenges our country now faces and the ques- 
tions that we confront with regard to prescription pharmaceuticals, 
plants and devices is a matter of great concern to this committee. 
As we have seen in prior hearings, food safety affects us all. But 
it is particularly most dangerous to the most vulnerable, the poor 
the young the very old and those with compromised immune sys- 
tems. 

Today we focus on food imports, not only from China but also 
from other countries with regulatory systems that are not the 
equivalent or even close to ours. Importing food from such coun- 
tries is risky to begin with and even more dangerous if the re- 
sources for the regulatory agencies entrusted with ensuring their 
safety are bigger and their management is passive or ineffective. 

Mr. Chairman, we sent committee staff, as you know, to China 
to help us understand whether importing food from that country 
made sense, given the spate of recent incidents involving tainted 
food imports. By sending committee staff to look at these problems 
firsthand, we have gained insights that are unique from other con- 
gressional committees now looking at food import safety. I very 
much look forward to the staffs testimony today. 

I am interested in the analysis of our expert witnesses, Mr. Rice 
and Dr. Martin, regarding regulatory efforts of Hong Kong and 
Japan, which import a substantial amount of the food that they use 
from China. The subcommittee will also hear from representatives 
in the Department of Agriculture and the Food and Drug Adminis- 
tration, the primary regulatory agencies that ensure the safety of 
our food imports. 

I look forward to comparing and contrasting their budgets and 
their efforts. I especially look forward to hearing from USDA re- 
garding efforts to protect Americans from contaminated beef, pork, 
chicken and eggs. I understand their system is far more selective 
as to who can import into this country and from where and that 
the USDA inspects a larger portion of the imports that they are re- 
sponsible for regulating than does FDA. Most of all, I look forward 
to the testimony of FDA witnesses today. Two weeks ago, when the 
FDA was called in to discuss food safety in the context of the bill 
that you and I and other members of this committee have offered, 
Mr. Chairman, H.R. 3610, they sent one of the least-prepared wit- 
nesses ever to testify before this committee. That FDA official. Dr. 
Butter, repeatedly told us how ignorant he was of the most basic 
facts regarding the food import crisis. I hope that we will have bet- 
ter performance from the FDA today. 

I also trust that FDA witnesses are not going to try to sell that 
old often repeated falsehood that we can do more with less. The 
only thing FDA has established with regard to this particular point 
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is that they can do less with less. FDA needs resources to deal with 
the cavalcade of imports from China and other countries that can- 
not or will not ensure the quality of their food imports to the 
United States. I intend to see that the FDA gets the budget that 
it so sorely needs. 

Finally, Mr. Chairman, I understand that you intend to hold 
hearings in November dealing with the safety of drug imports and 
the inadequate regulation of our domestic food supply. I endorse 
your plans, and I commend you for doing this because it is an ac- 
tivity by this committee desperately needed. The bill that you and 
I and other Members of this committee sponsor addresses these 
matters as well as providing the crucial resources necessary to 
strengthen the import protections. I expect that the hearings today 
and in the future will help us to refine the legislation. I’ve always 
found that legislation informed by the work of the Subcommittee 
on Oversight and Investigations makes for far better law and far 
better public policy. I also look forward to contrasting and compar- 
ing budgets and efforts at FDA. I especially look forward to hearing 
from USDA regarding its efforts to protect Americans that we so 
desperately need. 

In any event, Mr. Chairman, if anyone here has been to China, 
many of us have, they will know that you have to be darn careful 
about what you eat over there. I see nothing which has changed, 
the quality of the food that they send us, from the quality of the 
food which they send to their own people. And I intend to see to 
it that the best food and drug law in the world, which we have, is 
properly administered, properly enforced and properly financed. I 
commend you for these hearings. And I thank you, Mr. Chairman. 

Mr. Stupak. I thank the gentleman and thank the chairman of 
the full committee. And thank you for your continued support of 
our efforts as we reach out globally to address this issue of food im- 
ports. 

Next I would like to hear the gentleman from Texas, Mr. Green, 
for an opening statement, please. 

OPENING STATEMENT OF HON. GENE GREEN, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. Green. Thank you, Mr. Chairman, for holding this addi- 
tional hearing and also the announcement for the hearings later. 
I would also like to thank the chairman of our full committee for 
authorizing the staff delegation trip to China over the August re- 
cess. I am grateful for the ONI staff for making the trip so we can 
learn firsthand about the regulatory scheme present in that coun- 
try which is one of the top food importers to the U.S. We cannot 
necessarily dictate how food is regulated in another country. This 
knowledge of Chinese regulation will help us identify the safety 
gaps in China and implement the necessary safeguards to protect 
the American people from dangerous contaminated food products 
bound for our country. As we examine the Chinese regulatory 
scheme for food, we should keep in mind that China is not our 
country’s top food importer from the developing world; Mexico is. 

The problems also are not coming disproportionately from China. 
According to FDA import alerts, there are 20 Mexican firms on im- 
port alerts while there are 16 import alerts facing Chinese firms. 
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The monthly tally of imports refused at the border also indicates 
that Mexico, China and India are at the top of the list of oasis re- 
fusals by country in any given month. 

Whatever policies we implement based on our understanding of 
the Chinese system must be applicable to all our trading partners, 
including Canada and Mexico, which are the top exporters of agri- 
culture and seafood products to the U.S. The staff investigators’ 
trip to China shed light on the fractured regulatory framework for 
food in China and the numerous agencies involved. The lengthy 
supply chain and food processing procedures in China give us im- 
portant insight on how these problems arise. 

In our country, we celebrate the family owned small business 
and consider a family’s entrepreneurial success a realization of the 
American dream. As the investigators pointed out in their report, 
however, family farmers in China often face difficult economic con- 
ditions and downward pressure on prices to make crop survival the 
highest priority, even at the expense of safety. With such frag- 
mented regulation, a Chinese farmer is probably willing to take 
that gamble. 

It appears the Japanese have protected their citizens from this 
problem by allowing only Chinese imports from a certain number 
of certified producers who have met their quality standards. Hong 
Kong has taken a different route by implementing a robust reg- 
istration and inspection regulatory framework. 

It is unclear whether any of these systems can be applied to a 
country as large as the United States and with such demand for 
the products. We can certainly learn from them and determine 
what elements can be workable for the U.S. supply system that is 
in dire need of improvement. And as my colleagues have pointed 
out, it is not just our imports. Whether it is hamburger meat, 
whether it is spinach, whether it is any other issue, we need an 
active and robust FDA. And I am glad that the chairman of the full 
committee is committed to providing the resources to the FDA so 
they can do not only what we expect them to do on the drug side 
but also on our food safety. 

Thank you, Mr. Chairman. I yield back my time. 

Mr. Stupak. I thank the gentleman. 

Mr. Melancon for an opening statement. 

Mr. Melancon. Thank you, Mr. Chairman. I would just submit 
my remarks for an opening and reserve my time for questions if 
you would. 

[The prepared statement of Mr. Melancon follows:] 

Prepared Statement of Hon. Charlie Melancon, a Representative in 
Congress from the State of Louisiana 

Mr. Chairman, Thank you for holding this hearing today. I am quite concerned 
about the lack of screening of 80 percent of the United States’ food supply. My dis- 
trict, which depends largely on the fishing industry — shrimp, crawfish, fresh caught 
fish, is struggling to compete with imports from foreign countries that do not have 
the same food safety standards as we have in the United States. Countries like 
China, Taiwan, and Vietnam — just to name a few — import seafood that is produced 
in farms, not fresh caught. Catching wild shrimp and fish is much more labor- and 
capital-intensive, so fresh caught seafood is more expensive than farm raised. Farms 
try to produce as much product as possible, so they overpopulate ponds. Because the 
ponds have no fresh water circulation, they become filled with bacteria. The farmers 
then pump antibiotics and other chemicals into the water to kill the bacteria. These 
chemicals have been shown to cause cancer in animals and humans. 
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Since the Food and Drug Administration only tests 1 percent of food imports, Lou- 
isiana’s Department of Agriculture has taken it upon themselves to test for these 
dangerous chemicals. They have repeatedly found concentrations of chloramphenicol 
and fluoroquinolones, among other chemicals, in imported seafood — particularly 
from producers based in China. Despite evidence of chemicals and antibiotics in im- 
ported seafood, the FDA still allows tainted food to enter the United States. 

I am happy that the FDA finally made an Import Alert for farm-raised catfish, 
basa, dace, eel, and shrimp from China in June, but we’ve known about tainted and 
contaminated imports from China for years. Louisiana’s Department of Agriculture 
has also found evidence of chemicals and antibiotics in crawfish tail meat from 
China, yet the FDA is still allowing this tainted meat to enter our food supply. 

Furthermore, an Import Alert does not necessarily mean that these tainted prod- 
ucts will be prevented from entering the United States. Rather, an Import Alert 
means that field agents detain the product — not destroy it or return it to the origi- 
nating country — and wait for the importer to show that the shipment is not tainted. 
The FDA requires an independent lab test for proof, but the FDA doesn’t certify 
labs, so anyone can open a lab and provide test results. 

These are just a few of the problems that we in this committee have discussed 
previously and will continue to examine until the food we import is safe. I am seri- 
ously concerned about the safety of food imported from countries that lack food safe- 
ty standards equivalent to those in the United States and hope that we can soon 
find a better system for monitoring food imports. 

Thank you, Mr. Chairman. 


Mr. Stupak. Very good. That concludes the opening statements 
by members of the committee. I will now call our first panel of wit- 
nesses to come forward. 

On our first panel, we have Mr. David Nelson, senior investigator 
for the Committee on Energy and Commerce; Mr. Kevin Barstow, 
investigative counsel for the Energy and Commerce Committee; 
Mr. Richard Wilfong, investigator with the Energy and Commerce 
Committee. 

It is a policy of this subcommittee to take all testimony under 
oath. Please be advised that our witnesses have the right under the 
Rules of the House to be advised by counsel during their testimony. 
Do any of you wish to be represented by counsel? Indicating no one 
wishes to be represented by counsel, please raise your right hand 
to take the oath. 

[Witnesses sworn.] 

Mr. Stupak. Let the record reflect the witnesses have answered 
in the affirmative. You are now under oath. And Mr. Nelson, I un- 
derstand you are going to give the opening statement, a 5 -minute 
opening statement. You may submit a longer statement for inclu- 
sion in the hearing record. 

Mr. Nelson. 

STATEMENT OF DAVID NELSON, SENIOR INVESTIGATOR, COM- 
MITTEE ON ENERGY AND COMMERCE; ACCOMPANIED BY 

KEVIN S. BARSTOW, INVESTIGATIVE COUNSEL, AND RICH- 
ARD A. WILFONG, INVESTIGATOR 

Mr. Nelson. Thank you, Mr. Chairman. 

Good morning, I am David Nelson, an investigator with the Com- 
mittee on Energy and Commerce. I am accompanied by Kevin Bar- 
stow, counsel, and Richard Wilfong, an investigator with the com- 
mittee staff. 

Mr. Chairman, you and Chairman Dingell dispatched us to 
China on August 17 to ascertain whether food stuffs from that 
country could be imported safely into the United States. We met 
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with Chinese and Hong Kong government officials, U.S. Govern- 
ment officials, American and other multinational executives in- 
volved in processing and distributing food in China and Hong Kong 
and reporters from bureaus in Beijing and Hong Kong that cover 
food issues for their media outlets. The report of that trip is at- 
tached to this summary statement. 

Based on information gathered before and during the trip, the 
staff made the following observations: 

First, the Chinese food supply chain does not meet international 
safety standards. It is in fact responsible for very serious domestic 
Chinese food-poisoning outbreaks. 

Second, the Chinese Government appears determined to avoid 
embarrassing food safety outbreaks in its export markets due to 
the damaging and potentially lasting effect this would have upon 
the Made in China branding. 

Third, the lack of meaningful internal regulation of farming and 
food processing in China, the advanced development of the docu- 
ment counterfeiting industry and the willingness of some entre- 
preneurs in both China and the United States to smuggle food- 
stuffs that do not meet quality standards necessitates a much more 
vigorous program of inspection and laboratory testing in China and 
in U.S. ports of entry than the Food and Drug Administration has 
been willing or able to pursue today. 

The responsibility for quality assurance both of imports and ex- 
ports rests with the AQSIQ in China, the General Administration 
of Quality Supervision, Inspection and Quarantine of the People’s 
Republic of China. The AQSIQ officials issued a white paper on Au- 
gust 17, 2007, which is included in the exhibit book dealing with 
food safety. This paper details China’s export quality assurance 
program. 

While in China, we had an opportunity to discuss the compo- 
nents of this program with AQSIQ officials as well as other Chi- 
nese agency officials. We were advised that a sample from each lot 
of product for export is pulled by a government inspector and test- 
ed in a government laboratory to ensure it meets Chinese stand- 
ards and the standards of the importing country. Export certifi- 
cates are then granted by the local Chinese inspection and quar- 
antine CIQ offices, CIQ or local municipal equivalents to AQSIQ. 

We are shown how importers’ paperwork is joined with labora- 
tory test results before the certificate is issued. When the certifi- 
cate is issued, the information is sent to the port of exit electroni- 
cally to ensure that the fiscal goods correspond to the export certifi- 
cate before loading. The Chinese position is that theirs is a closed 
system that ensures the safety of foods that bear the CIQ certifi- 
cates and seal. 

Today, FDA has refused to acknowledge the Chinese certificates. 
If the Chinese system worked as described, it would be a very safe 
system. However, we did not find any American or other multi- 
national executive operating in China that believed that China has 
a competent independent inspector overseeing each of the 12,714 
plants that are approved for export or even of the 3,700 plants that 
according to Chinese officials are fully HACCP controlled. Nor did 
we find anyone that believed that every single lot was sampled. 
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Finally, it was widely believed that the export certificates were 
subject to counterfeiting. There was agreement among everyone we 
talked to about the sincerity and scope of the AQSIQ’s efforts but 
much less enthusiasm about the willingness of local CIQs to follow 
the central government’s dictates. And we were told it’s at the local 
level where the system succeeds or fails. 

We made inquiries about two possible models. One of the models, 
the Chinese food exports to Hong Kong, was broached directly with 
the Hong Kong Government. The other, the Chinese food delivered 
to Japan, was discussed with knowledgeable sources but not the 
Japanese Government due to the time limitations of the trip. An 
overview of their findings of our findings regarding these two mod- 
els is presented in the trip report. 

Can food be imported from China safely? The Japanese and Hong 
Kong models are each safer than the FDA’s system for regulating 
food imports. The Hong Kong system involves massive sampling 
and thus may not be practical for an economy of our size. Last 
year, the Hong Kong Government tested in their laboratory 64,000 
samples. If we were to test an equivalent proportion of samples to 
a country the size of the United States, it would be over 2 million 
in FDA labs. That simply is so far beyond the capacity that it’s 
hard to even imagine if we could build that much laboratory space 
very quickly. 

The Japanese system of inspecting a very limited number of fa- 
cilities that are permitted to supply food to China does appear to 
offer a much better control system than currently employed by the 
FDA. But the Japanese also inspects and tests 15 percent of their 
food imports. We inspect 1 percent and test a fraction of that. How- 
ever to the extent that the Chinese products for the Japanese mar- 
ket are insulated from excessive downward pressure on prices — and 
that’s a real problem, the incessant pressure on downward prices 
on people that are producing at the margin causes a lot of short- 
cuts to be taken in a lot of products over there — to the extent 
they’re insulated from downward pressure on prices, the Japanese 
consumers pay for the added safety in the form of somewhat higher 
prices. The size of the price effect is not known. At a minimum, it 
would appear the U.S. could cut safety risks significantly were 
FDA to limit food imports to China to those firms that have ob- 
tained the appropriate certificates from the Chinese Government. 

For all the reasons noted in this report, such certificates are no 
guarantee of safe imports, particularly if there’s not an electronic 
transmittal system in place of the paper certificates. However, the 
absence of such certificates most certainly means the Chinese qual- 
ity control system has been evaded by their exporters. 

Mr. Chairman, thank you for the opportunity to testify before 
this subcommittee. Mr. Barstow, Mr. Wilfong and myself look for- 
ward to answering any questions you or other Members may have 
about our testimony or the investigation. 

[The prepared statement of Mr. Nelson follows:] 
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STAFF STATEMENT 

BEFORE THE SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS 
COMMITTEE ON ENERGY AND COMMERCE 
“DIMINISHED CAPACITY: CAN THE FDA ASSURE THE SAFETY AND SECURITY 
OF THE NATION’S FOOD SUPPLY - PART 3” 

OCTOBER 11, 2007 


Good Morning, I am David Nelson, an investigator with the Committee on Energy and 
Commerce. I am accompanied by Kevin Barstow, coimsel and Richard Wilfong, an investigator 
on the Committee staff. Mr. Chairman, you and Chaiimen Dingell dispatched us to China on 
August 17, 2007, to ascertain whether foodstuffs from that country could be imported safely into 
the United States. We met with Chinese and Hong Kong Government officials, U.S. 

Government officials, American and other multinational executives involved in processing or 
distributing food in China and Hong Kong, and reporters from bureaus in Beijing and Hong 
Kong that cover food issues for their media outlets. The report of that trip is attached to this 
summary statement. 

Based on information gathered before and during this trip, the staff has made the 
following observations: 

• The Chinese food supply chain does not meet international safety standards. It is, 
in feet, responsible for very serious domestic Chinese food poisoning outbreaks. 

• The Chinese Government appears determined to avoid embarrassing food safety 
outbreaks in export markets due to the damaging and potentially lasting effect this 
would have upon their “Made in China” branding. 

• The lack of meaningful internal regulation of farming and food processing in 
China, the advanced development of the document counterfeiting industry, and 
the willingness of some entrepreneurs in both China and the United States to 
smuggle foodstuffs that do meet quality standards, necessitates a much more 
vigorous program of inspection and laboratory testing in China and at U.S. ports 
of entry than the Food and Drug Administration (FDA) has been able or willing to 
pursue to date. 

The responsibility for quality assurance of both imports and exports rests with the 
General Administration of Quality Supervision, Inspection, and Quarantine of the People’s 
Republic of China (AQSIQ). The AQSIQ officials issued a white paper on August 17, 2007, 
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dealing with food safety. This paper details China’s export quality assurance program. While in 
China, we had the opportunity to discuss components of this program with AQSIQ officials. 

We were advised that a sample from each lot of product for export is pulled by a 
Government inspector and tested in a Government laboratory to ensure it meets Chinese 
standards and the standards of the importing country. Export certificates are then granted by 
local China Inspection and Quarantine (CIQ) offices, the provincial or municipal equivalent of 
AQSIQ. 

We were shown how the exporter’s paperwork is joined with the laboratory test results 
before the certificate is issued. When the certificate is issued, the information is sent to the port 
of exit electronically to assure that the physical goods correspond to the export certificate before 
loading. The Chinese position is that they have a closed system that assures the safety of foods 
which bear the CIQ certificates and seal. To date, FDA has refused to acknowledge the Chinese 
certificates for safety or export purposes. 

If the Chinese system works as described, it would be a very safe system. We did not, 
however, find an American or other multinational executive operating in China who believed 
that China has a competent, independent inspector overseeing each of the 3,700; nor did we find 
anyone who believed that every single lot was sampled. Finally, it was widely believed that the 
export certificates were subject to counterfeiting. 

There was agreement about the sincerity and scope of AQSIQ’s efforts, but less 
enthusiasm about the willingness of local CIQs to follow the Central Government’s dictates. 

And, we were told that it is at the local level where the system succeeds or fails. 

We made inquires about two possible models of food safety systems. One of the models, 
Chinese food exports to Hong Kong, was described to us directly by the Hong Kong 
Government. The other, Chinese food delivered to Japan, was discussed with knowledgeable 
sources, but not the Japanese Government, due to the time limitations of the trip. An overview 
of our findings is presented in the trip report. 

Can food be imported from China safely? The Japanese and Hong Kong models are each 
safer than the FDA system for regulating food imports. The Hong Kong system involves 
massive sampling and therefore may not be practical for an economy of our size. The Japanese 
system of inspecting the very limited number of fecilities that are permitted to supply food fiom 
China does appear to offer much better control than that system currently employed by FDA. To 
the extent, however, that Chinese producers for the Japanese market are insulated fiom excessive 
downward pressure on prices, the Japanese consumer pays for the added safety in the form of 
higher prices. The size of the price effect is not known. 

At a minimum, it would appear the U.S. could cut the safety risk significantly if FDA 
were to limit food imports fiom China to only those finns that have obtained the appropriate 
certificate from the Chinese Government. For all the reasons noted in this report, such 
certificates are no guarantee of safe imports, particularly if there is not an electronic transmittal 
system in place to replace paper certificates. The absence of such a certificate, however, most 
certainly means that the Chinese quality control system has been evaded. 
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Mr. Chairman, thank you for the opportunity to testify before the Subcommittee. We 
look forward to answering any questions you or other Members may have regarding our 
testimony and investigation. 
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Mr. Stupak. Thank you, Mr. Nelson. 

We’ll begin questioning. We can go 5 minutes, maybe we can go 
two rounds. We do not have votes today, so we should not be inter- 
rupted. 

Mr. Nelson, in your report, it states that the USDA does not per- 
mit any beef, pork, chicken or eggs into the U.S. from China. You 
say that it would be impractical for the FDA to take the same 
stance. Would you explain that? 

Mr. Nelson. Well, yes, there’s a far different matter excluding 
four specific products versus all the rest of the food products. And 
we say, and truthfully, that USDA has responsibility for 20 percent 
of our food supply. But it’s 20 percent by value. It’s not 20 percent 
by volume or by number of products. If we were to exclude all food 
products from China, it would have substantial effects on the econ- 
omy of the United States. We get a large proportion of fish, of 
amino acids, of vitamins, of intermediate products like wheat glu- 
ten and a lot of finished products. I mean, and those exports to us 
are growing. 

Mr. Stupak. In your opinion, based on the last answer then, in 
your opinion, are imports from China more or less dangerous than 
food from other parts of the world, such as India, Mexico or the Do- 
minican Republic, all which are important food suppliers to the 
United States? 

Mr. Nelson. No, not necessarily. We have a substantial portion 
of the rejections of foods for — ^because they’re unsanitary, contami- 
nated, decomposing, from these other countries that have less de- 
veloped economies and less developed regulatory systems. China is 
certainly one of the problem countries. But it is only one of the 
problem countries. 

Mr. Stupak. China indicates they will certify the food. That is, 
certified to their standards, not necessarily the country that they’re 
exporting the food to, in this case the United States. It’s not U.S. 
standards. When they certify, it is to the Chinese standards. 

Mr. Nelson. They claim it is the U.S., it is the standards of any 
country for which they’re exporting. 

Mr. Stupak. That’s what they claim. But what did you find when 
you were there? 

Mr. Nelson. We found laboratories, at least the one we looked 
at in Beijing is comparable to the FDA laboratories we have here. 

Mr. Stupak. How many of those type laboratories did they have? 

Mr. Nelson. They claimed to have 323 laboratories. 

Mr. Stupak. Three hundred and twenty-three laboratories? How 
many farms supply those laboratory samples from their farms? 
How many farms are there that grow food for export? 

Mr. Nelson. They claim that they’ve approved some 360,000 hec- 
tares of land, farm land for export. 

Mr. Stupak. Three hundred and sixty hectares, but how many 
farms? 

Mr. Nelson. Three hundred and sixty thousand. I’m not sure 
how many farms that translates to. 

Mr. Stupak. But a hectare can be as large as a basketball court, 
or it could be much larger, can it not? 
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Mr. Nelson. It could be. But it could be as small as a basketball 
court. Much of the Chinese domestic food supply anyway — we’re 
talking about literally hundreds of millions of farmers 

Mr. Stupak. Correct. 

Mr. Nelson. Are from these very, very small parcels of land the 
products of which are then gathered by intermediaries and consoli- 
dated. There’s simply no way that the Chinese Government can 
have control over the conditions of farming on so many farms. 

Mr. Stupak. Well, I understand the central government in China 
does not have complete control of what happens at the provincial 
or the local government level. So what does that mean for food 
safety if you have tens of millions of farms, which first contact 
would he local government, then you have provincial government; 
then you have the central government. You have three layers of 
government there. How do they work government to government? 

Mr. Nelson. Well, I don’t think anybody knowledgeable about 
the system can say that the Chinese food supply is safe, even their 
export systems. 

Mr. Stupak. Who puts forth the regulatory regime on food safe- 
ty? Is it the central government, provincial government or the local 
government? 

Mr. Nelson. The provincial and local governments are where the 
rubber meets the road. They’re the ones that are issuing certifi- 
cates. 

Mr. Stupak. So can each local government or each province have 
a different regulatory scheme in which chemicals or pesticides they 
use? 

Mr. Nelson. They are bound by a common national scheme, 
which is to meet the Chinese national standards and the importing 
country’s standards. But whether or not they do, whether or not 
those regulations are enforced is very problematic. 

Mr. Stupak. On reading your report, I found a lot of issues 
that — not only from government to government but government to 
the farmer, there’s less regulation. And when we deal with the cer- 
tification, China has a rather sophisticated counterfeiting — is that 
what you found? 

Mr. Nelson. There was unanimity on virtually everybody out- 
side of the Chinese Government themselves as to the quality of 
counterfeiting. And it’s not limited to documents. But modern pub- 
lishing techniques make counterfeiting very, very easy anywhere in 
the world. And the Chinese technology in such matters is as good 
as anywhere in the world. 

Mr. Stupak. Well, I have many more questions for Mr. Barstow 
and Mr. Wilfong. My time’s up. Hopefully, we’ll get a second round 
of questions in. 

Mr. Whitfield for questions, please. 

Mr. Whiteield. Thank you, Mr. Chairman. 

Mr. Nelson, in your testimony, you state emphatically that the 
Chinese food supply chain does not meet international standards. 
And it is, in fact, responsible for very serious domestic Chinese food 
poisoning outbreaks. Now, one of the areas that I’m a little bit puz- 
zled about relates to this concept known as equivalence. And that 
basically means that although food products imported into the 
United States must meet the same safety standards as domesti- 
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cally produced foods, international trade rules permit a foreign 
country to apply its own differing standards, regulatory authorities 
in institutional systems in meeting standards under this inter- 
nationally recognized concept known as equivalence. And so my 
question is, if the Chinese food system does not meet international 
standards even though we can apply this equivalence standard, 
how is it that we’re ahle to bring their food into America in a safe 
way? 

Mr. Nelson. Well, U.S. law is bifurcated in that regard. USDA, 
for meat and eggs, has an equivalence standard. And as a con- 
sequence, we import no eggs, pork, chicken or beef from China. 
And it’s unlikely 

Mr. Whitfield. Because they don’t meet the safety standards? 

Mr. Nelson. They don’t meet the equivalence standard. 

Mr. Whitfield. All right. So we don’t allow any meat, poultry 
products, eggs from China? 

Mr. Nelson. Right. That same standard is not in the Food, Drug 
and Cosmetic Act. 

Mr. Whitfield. The same standard is not in the Food, Drug and 
Cosmetic Act? 

Mr. Nelson. That’s correct. 

Mr. Whitfield. So the USDA, their inspection responsibilities of 
the meat products, they can prevent these items from coming in. 
But you are saying the FDA does not have the authority to pre- 
vent — 

Mr. Nelson. The Food, Drug and Cosmetic Act does not have an 
equivalence standard. Now, there are very strong authorities for — 
and very strong authorities and much discretion for FDA at the 
border, much more than there is within the United States. But 
there is no equivalency standards. So FDA does not go over and de- 
termine whether or not the spinach or fish or wheat gluten or 
toothpaste from China is produced under standards that are equiv- 
alent to the United States. 

Mr. Whitfield. Well, your statement, that’s a pretty strong 
statement. I mean, you all went there, and you met with officials, 
and you looked at processing plants and facilities. And you make 
the statement, the Chinese food supply does not meet international 
safety standards. 

Mr. Nelson. That’s right. 

Mr. Whitfield. That’s all food; correct? 

Mr. Nelson. That’s all food, in terms of the country as a whole. 
Now it’s really important to understand that the food for export is 
handled and treated by the government much differently than food 
for domestic consumption. And USDA’s laws, as I understand it, or 
law, requires an evaluation of the entire system of growing chick- 
ens, for example, plucking chickens, processing chickens and pre- 
paring them for consumption, whether for export or for import. And 
under those standards, it’s hard to imagine China reaching an 
equivalence level in my lifetime. 

Mr. Whitfield. Yes. Mr. Nelson, we’re going to have some other 
people testifying today from FDA and Tyson’s and others who are 
experts in this field. But you have a long history and background 
in this area also, and certainly one of the experts on this commit- 
tee. But if you were speaking to a Rotary Club say in the State of 
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Kentucky and you were going to just make a statement to the 
members of that Rotary Club if they ask you a question, “do you 
think it is safe to eat food from China that comes into the U.S.,” 
what would your answer be? 

Mr. Nelson. I would say that you’re taking your chances on any 
imported food and some processed foods within the United States. 
But those chances of any single person being seriously harmed 
from food are really small. 

Mr. Whitfield. OK. 

Mr. Nelson. Food of any kind. 

Mr. Whitfield. My time is expired. 

Mr. Stupak. My time has expired. Thank you, gentlemen. Mr. 
Dingell for questions, please. 

Mr. Dingell. Mr. Chairman, I thank you. 

Gentlemen, can FDA under current circumstances protect Amer- 
ican food supplies from unsafe imports with the resources which it 
has? 

Mr. Nelson. That would be an emphatic “no.” 

Mr. Dingell. Gentlemen, should we continue to allow food im- 
ports to enter through 321 ports of entry? 

Mr. Nelson. That would not appear to make any common sense 
at all. We have 321 ports of entry in the United States and the 
Food and Drug Administration doesn’t cover but a fraction. 

Mr. Dingell. How many of the Nation’s ports — air, sea and 
land — are staffed by FDA personnel? 

Mr. Nelson. They tell us it is 90 ports, but it is highly doubtful 
that that is 24/7 coverage of those ports. 

Mr. Dingell. What percentage of imports are checked at these 
90-some ports, and what is the success in terms of protecting con- 
sumers. 

Mr. Nelson. Well, the agency says they inspect less than 1 per- 
cent. They test a fraction of what they inspect. And I think there 
is still substantial risk. I mean, they don’t make a serious — they 
don’t test enough to make a statistical statement about the safety 
of food. I mean, the Japanese test 15 percent of a highly regulated 
import system that goes to the countries which supply the food. In- 
spections there. And they still test 15 percent, because that is a 
large enough sample for them to have confidence that the food com- 
ing in is safe. But our tests are so meager it is hard for me to imag- 
ine anybody having much confidence in the results of the FDA in- 
spections. 

Mr. Dingell. Is the Chinese food production system comparable 
to the United States system? 

Mr. Nelson. No. 

Mr. Dingell. What are you telling us there? 

Mr. Nelson. When China ceded to the WTO, and perhaps before, 
the collectivized farming systems collapsed. And you have now lit- 
erally hundreds of millions of small farm — some, as the report said, 
no larger than the size of a basketball court, producing the food 
supply. You have a lot of Chinese bureaucrats, but nowhere near 
enough to police the number of farms that they have and the num- 
ber of small processors, which is another issue. I mean, most of the 
food processed in China, we are told, is by family processors, plants 
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that employ less than 10 people, that are just as marginal as the 
farms they get the produce from. 

Mr. Dingell. Is the Chinese regulatory system, in terms of pro- 
tecting consumers’ health and safety, comparable to that in this 
country? 

Mr. Nelson. Not at all. 

Mr. Dingell. Why do you say that? What percentage of the foods 
that the Chinese produce are inspected or undergo some kind of a 
safety procedure in China with regard to domestic consumption or 
with regard to export? 

Mr. Nelson. I would say virtually none with regard to domestic 
consumption. 

Mr. Dingell. Is it true that we can import food from China safe- 
ly under current Chinese practices and under current U.S. prac- 
tices? 

Mr. Nelson. No. 

Mr. Dingell. You have discussed briefly how Hong Kong pro- 
tects the food supply. Would you like to amplify on that? 

Mr. Nelson. First of all, Hong Kong is a city of 7 million people. 
It is about the size of Chicago. It is an administrative district of 
China itself now, after the British left in 1997. It is under special 
administration. It has got 40 more years to run before it is fully 
integrated into the governmental system of China. It keeps its own 
tariff territory. Importing in Hong Kong is separate and distinct 
from importing into China, and China imports into Hong Kong. 
They grossly limit the number of ports of entry for fish, or other 
foods being brought in by sea, to perhaps two or three; land, one 
or two. 

They test intently because the SARS and other outbreaks threat- 
en not just the health of Hong Kong’s citizens, the physical health, 
they really have threatened the economic viability of that entity. So 
food safety is a huge issue in Hong Kong. They do a lot of testing, 
64,000 samples last year, of which only 0.3 percent were out of 
spec. That is partly because the Chinese themselves are very, very 
concerned that food outbreaks not occur in Hong Kong. It reduces 
the political stability of the administrative entity, and they are con- 
stantly aware of and concerned about the level of engagement of 
the Hong Kong citizenry in policy issues and just as soon things 
keep as quiet as possible. 

Mr. Dingell. Mr. Chairman, I have used my time. I thank you 
for your courtesy. 

Mr. Stupak. Thank you. Mr. Burgess for questions, please. 

Mr. Burgess. Thank you, Mr. Chairman. 

Mr. Nelson, you and members of your staff and minority staff 
who were there in China — and you have partly already answered 
this question — but China internally has a domestic problem with 
their food supply? 

Mr. Nelson. A serious problem. 

Mr. Burgess. And did you see evidence of that in either news 
reports or did people talk about that when you were there? 

Mr. Nelson. Yes. 

Mr. Burgess. Many years ago, probably 15 years ago, as a physi- 
cian I went on a trip to China with some other doctors, and I re- 



24 


member getting very ill when I was there in China. So I was won- 
dering, what did you and your staff eat? 

Mr. Nelson. We ate what was served to us. 

Mr. Burgess. Are you OK? 

Mr. Nelson. I was. That is not true of everyone at this table. 

Mr. Burgess. And I note the absence of the minority staff Were 
they your testers? 

Mr. Nelson. We have always joked about taking the minority 
along to taste the food, yes. 

Mr. Burgess. And, of course, we are teasing about it, but I re- 
member over there seeing some of those small farms that you talk 
about, the size of basketball fields. And at the time, the collective 
system was still very much up and running, but these were small 
individual plots that were allowed, and people were allowed to de- 
velop, as entrepreneurs, small farms. 

There wasn’t much in the way of automobile or truck traffic in 
1993, but there was a lot of bicycle traffic. So there was, in my 
mind at least — and I wasn’t a student of the issue by any means 
at the time. But you had these small farms that were irrigated and 
fertilized essentially by raw sewage. And that raised a host of ques- 
tions. And then to get these products to market, they were put on 
the backs of these bicycles, in large baskets or things that would 
then run along the road, and all of the water, of course, whipped 
up by the bicycle wheel splattered up on the basket. And you 
couldn’t help but wonder if a bacteria or two would find its way 
through the basket weaving. So I did wonder about that at the 
time. 

So that is why I was interested if you found the problem was 
still, in fact, still present or maybe worse than what I saw. 

Ranking Member Whitfield asked some questions about equiva- 
lency, which I think are particularly relevant to the discussions 
that we are going to have not only today but in the hearings to 
come, whatever legislative markups we have in the future. Why do 
you think there is no equivalency standard written into the Food 
and Drug Act? 

Mr. Nelson. I mean, I think it is a matter of the way that the 
commodities have been treated historically. I think there are far 
more serious outbreaks regarding meat historically in the United 
States than there have been for other products. 

Mr. Burgess. Well, I have, I guess, a paper from the United 
States Department of Agriculture, the Food Safety Inspection Serv- 
ice Office of Internal Affairs. Under “definitions,” equivalence is de- 
fined as a state wherein sanitary measures applied in an exporting 
country, though different from measures applied in the importing 
country achieve, as demonstrated by the importing country, the im- 
porting country’s appropriate level of sanitary protection; hence, 
the term “equivalence.” 

That seems like a pretty reasonable standard that the USDA ap- 
plies. Is there some problem from just a trade perspective that pre- 
vents us from having an equivalency standard in the Food and 
Drug Act? 

Mr. Nelson. Well, we would cut off a substantial portion of food 
imports from the world if we had such a standard. The USDA is 
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here today and we invited them — Mr. Stupak invited them specifi- 
cally so we could get a better understanding of the two systems. 

Mr. Burgess. Correct. And I am anxious to hear that — on page 
14 of this document that has heen provided to me. Paragraph 8, 
“equivalence verification,” they give their equivalence triad a little 
description or drawing of how document analysis is balanced with 
port-of-entry reinspection, balanced with on-site audit. And that 
just seems so reasonable applied to what we are talking about 
today that would prevent problems. Yes, expensive perhaps, but we 
see the Japanese are willing to pay that premium. 

And I have got to tell you, if I went to Kentucky Fried Chicken 
tonight and they said. You can have this bucket of chicken for eight 
bucks but you are maybe going to get sick, or you can buy this one 
for nine bucks and you will probably stay well. I’ll take the $9 
chicken, please. 

It doesn’t seem that from the consumer side — we sat here and 
saw just really moving testimony from the family whose daughter 
had the renal damage from eating the spinach, and that wasn’t 
even an imported product. That, at least we were told, was grown 
in the United States. It was not imported. I have got to believe that 
consumers would go to the ends of the Earth not to bring bad prod- 
ucts home to feed their family. I mean, it is not even common 
sense. I don’t even think we would have to debate it. 

Let me just ask you one question before my time expires. I am 
interested in the comment you make on the very last page of your 
testimony in talking about the Hong Kong — the methods they use 
there would not be viable even if the political environment were 
not a factor. How is the political environment a factor in the Hong 
Kong-type of regulation? 

Mr. Nelson. Well, the Chinese Government generally, and the 
Guangdong Government specifically — which is a province across 
the border from Hong Kong — are very concerned that Hong Kong 
be stable. And bad food, particularly poultry coming in from China, 
destabilizes the — it is not a colony anymore — administrative dis- 
trict much more than they would like. 

For example, the person with food safety responsibility in Hong 
Kong told us that if an import — and again, they test so much. If 
that 0.3 percent that is out of spec comes in and is just marginally 
out of spec, the central government in Beijing will shut down the 
ability of that food processor or that farm to ship to Hong Kong or 
anywhere else until the problem is taken care of. 

Mr. Burgess. Mr. Chairman, I know my time is up, but that is 
such an important point. They have the ability to hit the red but- 
ton on the conveyor belt, stop the process so no one else gets sick. 
And really what I’d like to see, whatever we do legislatively, I want 
us to have that red button in this country for our consumers. 

And I will yield back the balance of my time. 

Mr. Stupak. I thank the gentleman. 

And country-of-origin labeling we have been trying to do since 
2002. Hopefully the administration will allow that in, so we know 
if it is an $8 bucket of chicken or a $9 bucket of chicken, so we 
know. 

Second, the poultry issue in Hong Kong and the Guangdong 
province is because of the bird flu and SAKS and all the other 
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problems we face. Why is it there, but not in the rest of the world 
where it doesn’t seem to he concerned about it 

Mr. Burgess. I do need to make a comment about the country- 
of-origin labeling, because Dr. Hubbard addressed this. When you 
have got Canadian olive oil, unless global warming is a lot worse 
than I thought, you can’t have Canadian olive oil if you have got 
appropriate country-of-origin labeling. 

Mr. Stupak. But you certainly wouldn’t know where the poultry, 
the beast, the eggs and all the way down the line, where it comes 
from. 

Mr. Burgess. Country-of-origin labeling is meaningless because 
the 

Mr. Stupak. Let the consumer decide. 

Mr. Burgess. If you have Canadian olive oil — clearly there are 
no olives grown in Canada. How can you have Canadian olive oil, 
again, unless A1 Gore was absolutely right. 

I yield back. 

Mr. Stupak. Ms. DeGette for questions. 

Ms. DeGette. Thank you, Mr. Chairman. 

Mr. Nelson, you had told several other members that you toured 
a food laboratory in Beijing, part of the China inspection and quar- 
antine offices, one of those. I take it that those offices are roughly 
the equivalent of an FDA district or regional office with a lab; is 
that right? 

Mr. Nelson. That is correct. 

Ms. DeGette. Can you talk about what you saw at that food lab- 
oratory during your visit to that lab? 

Mr. Nelson. Well, none of us here is a scientist, much less a food 
scientist. But as you are aware, we have been to a number of FDA 
labs during the course of this investigation, particularly those that 
the FDA has threatened to shut down. And we have some ac- 
quaintanceship with what the various and sundry machines look 
like. And the Beijing CIQ lab was equipped, the visual opinion of 
a nonscientist here, was equipped at least as well as any FDA lab 
we saw in the United States. And we have no reason to believe 
that their food scientists are any less qualified. The question is: Is 
Beijing atypical? And the response is “probably.” 

Ms. DeGette. It is atypical? 

Mr. Nelson. Yes. 

Ms. DeGette. And why do you say it is probably atypical. 

Mr. Nelson. Because everyone — not everyone. People we talk to 
in the U.S. Government or our multinational corporations that 
have businesses throughout China that have knowledge of the way 
things operate throughout China believe that the quality of inspec- 
tion, the quality of sampling, the quality of regulation varies widely 
among the provinces. 

Ms. DeGette. How many of these labs are there throughout 
China? 

Mr. Nelson. The Ministry of Agriculture told us there were 323 
labs capable of certifying that food meets international standards. 
When we got talking to the AQSIQ, they reduced that number to 
50. 

Ms. DeGette. What is the AQSIQ? 
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Mr. Nelson. That is the agency in China responsible for food ex- 
ports. 

Ms. DeGette. And what did they say? 

Mr. Nelson. They said 50. 

Ms. DeGette. Fifty. And you don’t have any idea what the staff- 
ing levels or the technological levels of those offices are? 

Mr. Nelson. No. 

Ms. DeGette. Now, did you talk to the Chinese about the prob- 
lems we have been having here, in particular the melamine and 
the wheat gluten? Any of you? Mr. Barstow? 

Mr. Barstow. Yes. 

Ms. DeGette. How did they explain that? Mr. Wilfong. 

Mr. WiLEONG. Yes, ma’am. The wheat gluten — we had a long dis- 
cussion with AQSIQ, with Vice Minister Wei, and it was repeatedly 
brought up that while China is willing to certify — they are willing 
to certify their food exports, which they require all their food ex- 
ports to be certified, tested and certified as food, the wheat gluten 
incident, the melamine and wheat gluten was a way since the U.S. 
doesn’t recognize the certification, the FDA doesn’t require it for 
imports from China, so therefore it is not looked for on the paper- 
work on this end. The wheat gluten was actually exported from 
China as industrial use. 

Ms. DeGette. So they didn’t consider that to be food? Is that 
what you are saying. 

Mr. WiLEONG. On their end it was exported as industrial use, not 
as food. And then the disconnect between the two systems on this 
end — since that certification isn’t required and looked for for a food 
import on this end, it was actually imported as a food product;. 

Ms. DeGette. So it was a problem in the two countries’ stand- 
ards in what it was called and what was required to be reported? 

Mr. WiLEONG. Yes, ma’am. And that is their main contention, is 
that they are willing to certify that there are exports of food, that 
they do certify all food they export. Yet our lack of recognition and 
requirement for these certifications leaves a big loophole for valid 
companies to actually import into the United States or export to 
the United States. 

Ms. DeGette. They say that is not their problem if there is a 
loophole. That is not their problem. 

Mr. WiLEONG. They recognize the problem. We probably had a 1- 
hour discussion with the vice minister and they brought it up three 
times, that they really wish we would recognize their certifications. 
They are doing their work on their end; we are just not requiring 
that certification paperwork on our end. 

Ms. DeGette. Yes. I mean, what about the processing system? 
I mean, that is at the lab. What about coming up to the export 
level? 

Mr. Nelson. What their system is — and we watched this in the 
Beijing CIQ — an export certificate has to come from a farm or food 
processor that is approved, registered and approved for exporting, 
and that requires some form of local inspection. So only a certain 
number of entities can bring a request for an export certificate to 
the CIQs. And allegedly, a CIQ inspector samples the proposed lot 
from the lot, brings it to the CIQ laboratory where it is then tested 
to both Chinese and international standards. If it meets those 
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standards, it is granted a certificate and that information is trans- 
ferred electronically to the proposed port of exit so that people can 
feel assured that what has been tested is what gets loaded. 

Now, if the system worked like that, it is a very safe, closed sys- 
tem. No one that we talked to in the industry really thinks that 
it works that well. But it certainly works better than products that 
are exported from China without those certificates. 

Ms. DeGette. Thank you. My time has expired. 

Mr. Stupak. Thanks, Ms. DeGette. Mr. Inslee for questions, 
please. 

Mr. Inslee. Thank you. I appreciate Ms. DeGette’s questions 
about this not accepting or reviewing the Chinese certification proc- 
ess, which apparently was one reason for the melamine problem, 
because there is a disconnect. 

What possible reason is there for us not requiring at least that? 
Even if the Chinese system internally is ineffective, or at least not 
totally proficient, why wouldn’t we at least require their certifi- 
cation process to be complied with before we accept any product 
that could end up in our food chain here? Does that make any 
sense? 

Mr. Nelson. No. We posed that question to some of the people 
that are engaged in negotiations, with HHS on FDA’s behalf, with 
China right now. And the responses we got were. Well, we might 
not want to exclude small farms and small processors from export- 
ing to the United States; that somehow or another that was ideo- 
logically unacceptable; and the Chinese could use it, possibly to ex- 
clude American firms that wanted to set up operations in China for 
export to the United States. These were some of the excuses. But 
we have FDA witnesses. You best put those questions to them. 

Mr. Inslee. But these are excuses by our side of 

Mr. Nelson. By our side. 

Mr. Inslee. Do we do that in any other context for other coun- 
tries? To me it is difficult to understand in any country that has 
any regulatory system, to not at least allow that minimal level of 
inspection to require that. Do we do that in any other context? 

Mr. Nelson. None comes to mind. What’s important about the 
certification system in China is that it excludes almost all produc- 
ers — it is a very small percentage of farms and food processors that 
qualify for those export certificates. It doesn’t mean that the food 
they produce is going to be 100 percent safe or 100 percent in- 
spected, as the Chinese Government maintains it is. But at least 
you are not getting it from the 90, 95 percent of the food industry 
in China that doesn’t go through the system. 

Mr. Inslee. And do you sense one of our failures to require that 
is actually some fear that American firms would be disadvantaged 
somehow? 

Mr. Nelson. That is one of the excuses that we heard. I don’t 
think that the administration has really thought this through. At 
least the people we were talking to didn’t seem to be aware of how 
the system works, for example. 

Mr. Inslee. If you were going to rank the top three priorities 
from your experience in China for us to adopt, where would you 
put them? 
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Let me ask it a little easier. The most cost-effective. Tell us, from 
your observations, what would be the three most cost-effective 
things we could do to tighten this net? 

Mr. Nelson. As an economist. I’d tell you, first, you would have 
to tell me how you value safety. If you put a high value on safety, 
the system that we heard about that the Japanese employ appears 
to be a far safer system than we have, because they actually have 
government inspectors going to a limited number of plants who 
produce food for the Japanese market. So those plants are not only 
part of this Chinese certification system, they are also part of a 
Japanese inspection system. 

And then Japan, on top of that, does 15 percent laboratory test- 
ing of the imports. That is a pretty expensive proposition both in 
terms of the government resources involved in Japan and in terms 
of the prices of these products in China. 

One of the real problems with toys or food or anything else in 
China is the incessant downward pressure to get cheaper and 
cheaper and cheaper. And we are dealing with entities, people that 
are living at the margin. That means that niceties, like the down- 
side safety effects of what they do, get less and less important. And 
what the Japanese system does is — as far as I can tell — as it has 
been described to me — is create some pretty valuable franchises, 
franchises whose prices can’t be depressed. So there is a price effect 
to that. There is a price premium and food is more expensive, I un- 
derstand, in Japan than it is here. And they get a lot of it from 
China. 

Mr. Inslee. Thank you. 

Mr. Stupak. Thank you, Mr. Inslee. Mr. Waxman for questions, 
please. 

Mr. Waxman. Thank you, Mr. Chairman. 

Mr. Nelson, does China treat the food that is going to be con- 
sumed domestically differently than the food that is going to be ex- 
ported? 

Mr. Nelson. That is what we are told. 

Mr. Waxman. What do they do differently for the exported food? 

Mr. Nelson. For the exported food, they tell us they inspect 
every lot, that they largely come from HACCP-controlled plants, 
which means there is an ongoing testing program at various stages 
of the production process, and that they sample every lot and test 
it in a government lab to both Chinese standards and the stand- 
ards of the country to which it is to be sent. And certainly that is 
not done for the domestic food. 

Mr. Waxman. This is what they tell you they are doing for the 
exported food. Do you believe it? 

Mr. Nelson. We couldn’t find anyone that thinks that that prac- 
tice is universal throughout China. But I think that the Chinese 
Government certainly wants that system. The AQSIQ wants that 
system to function well. 

Mr. Waxman. They want it to function well. But you cannot tes- 
tify to us that it is functioning well? 

Mr. Nelson. That is right. All of this is done at the local level 
and the quality of the local officialdom, we are told, varies widely. 

Mr. Waxman. I’m really stunned by the amount of imports that 
we are taking into the United States. In 2005, 84 percent of all fish 
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and shellfish consumed in the United States was imported; 54 per- 
cent of all tree nuts, 43 percent of all noncitrus fresh fruit, 37 per- 
cent of all processed fruit in the U.S. were imported in the same 
year. That is not just from China; that is from other countries as 
well. Is China better or worse than some of these other countries 
where we are importing food? 

Mr. Nelson. We haven’t been to other countries, but to the ex- 
tent that you can rely on FDA’s very small sample, China is in the 
top three. Virtually all categories for rejected food. But it is not the 
top one. We reject more food from India. We reject more food from 
Mexico. 

Mr. Waxman. We have to rely on our Food and Drug Administra- 
tion here in the United States when it comes to these agricultural 
products, including fish. One of the proposed alternatives that we 
have pending in the Congress is to have the FDA see whether a 
country has a certification process that would indicate that it is 
checking the safety of the food that might be imported. And it ap- 
pears that China claims that they have such a system, but it 
doesn’t sound like one we can rely on. Is that where you come down 
on that issue? 

Mr. Nelson. From the evaluation of the investigation we have 
done today, yes. But a certification system, an evaluation of equiva- 
lence, anything like that would require far more work than we 
have done. The legislation that we are considering in the commit- 
tee not only requires a certification for the country’s evaluation of 
the safety, but if that is not adequate enough, then the Food and 
Drug Administration could go to each individual farm. Is that what 
it would be? Or a processing plant? What would we then do if the 
country didn’t meet the standards? 

Mr. Nelson. Without commenting on the legislation per se, 
which is not our assignment, we would need a lot more people if 
we were going to adopt a Japanese-like system of going over and 
inspecting every plant that was going to be shipping food to the 
United States from China. And that is just China. I mean, there 
is still the Dominican Republic, there is still India, there is still 
Mexico. 

Mr. Waxman. So, when we hear about 15 percent of all food con- 
sumed in the United States is imported, the American consumers 
assume that they are taking on the risk because we are not con- 
fident that the food that is brought into the United States is safe? 

Mr. Nelson. Consumers are taking that risk. They also take 
risks with food that is produced here. Almost all of the really, truly 
serious outbreaks last year, that you experienced in 2007, has come 
from domestically produced food. Now, part of that is great good 
fortune, and the good fortune was that wheat gluten was intended 
for pet food and not human food. If it had been put in the human 
food supply, I don’t think the statistics would be the same. 

Mr. Waxman. Thank you, Mr. Chairman. 

Mr. Stupak. Mr. Melancon for questions, please. You have some 
extra time also. 

Mr. Melancon. Thank you, Mr. Chairman. I appreciate the time. 
And I come from an agriculture background. And one of the things 
I have attested to on all of these free trade agreements is that we 
have taken away the authority of the Congress to govern or oversee 
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the commerce in this country. And now it has taken us to have 
hearings about food safety, when we had the safest food supply in 
the whole world until the time we started giving away that entity, 
I guess, to foreign producers. 

I have a lot of seafood in my district, as you are quite aware. I 
believe in country of origin labeling. It is as complicated as putting 
produced or grown and produced in whatever country or State it 
was, and bottled and shipped from whatever State it is, and those 
computers do that quite easily these days. So I don’t think it is 
such a complicated task to ask for that. 

On seafood, does Hong Kong allow seafood from China with any 
evidence or traces of antibiotics into their country? 

Mr. Nelson. No. And they also very much limit the ports of 
entry. And they take one added step. Hong Kong is China. I mean, 
the stuff is coming down from the Pearl River. So they limit the 
imports to two piers, and they have gone to a system where not 
only does the stuff have to be certified at the fish farm, but they 
put a net over the hold and physically seal it, like you would seal 
a container in order to prevent bad fish from being substituted for 
good fish along the way. 

The mainland Chinese — the PRC and the Hong Kong Govern- 
ment are very, very sensitive to the quality of food that is imported 
into the administrative district. 

Mr. Melancon. It kind of sounds like the piece of drum I had 
the other night that was called Chilean sea bass. And there is a 
distinct difference between the two. But I guess they figure that 
most people wouldn’t know. When the farm-raised fish, the farm- 
raised shrimp, the produce that comes into the United States from 
China — or from any other country for that matter — we have a lim- 
ited — well, we have an enormous number of ports, as I appreciate 
it, that will accept imports, whether it is agency-tested, or take 
samples or not. 

How many do we have in this country for food or seafood im- 
ports? Do you know? 

Mr. Nelson. Well, there are 321, as we understand it. Customs 
mans 321 ports of entry. 

Mr. Melancon. And I understand in Europe they will send back, 
or not allow into the country, food that doesn’t meet their stand- 
ards. They have limited, I believe, the number of ports that food- 
stuffs can come through in the European Union. 

Mr. Nelson. I don’t know. 

Mr. Melancon. Do you know how many ports they may have for 
importation into the European Union. 

Mr. Nelson. No. 

Mr. Melancon. I’m trying to get an analogy for myself, because 
we have in the United States the importers all up in arms because 
you want to constrain where you bring your foodstuff in, which 
they all want to bring it in wherever they want to bring it in. 
Those that don’t want to abide by the rule, obviously because they 
are not going to get tested, and they will get it in. I saw a copy 
of an ad for a firm that was advertising, “If you have been rejected 
by FDA, get in touch with us; we can help you market your sea- 
food.” 
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Is that a repackaged resell, or is that they are going to send it 
to another country? 

Mr. Nelson. Well, it could be they are a laboratory that is going 
to assure the importer gets the kind of results that will get through 
the FDA system. Back in June, the FDA issued an import alert. 
And that import alert covered five varieties of fish, one of which 
is shrimp; so four varieties, and shrimp from China for antibiotic 
and possible fungicide, malachite green contamination. 

Now, the Chinese, when we were over there, kept telling us that 
this was awful, that it was going to cost them $500 million because 
we were banning the import of fish. And I don’t think they had any 
appreciation of how lax the regulations regarding import alerts are, 
and we had to explain to them that nothing was being banned. In 
fact, the fish were going to exactly the same place, that they would 
go through without an import alert. That is to say, they were going 
to be delivered to the importer’s premises, at which point the im- 
porter is required to have the fish in this case tested to see wheth- 
er or not it is contaminated with antibiotics or malachite green. 

And any source from China, not the country but the processing 
plant, the entity that is exporting, if they pass muster on these pri- 
vate lab tests five times, then they are off the import alert and can 
bypass the requirement of private laboratory testing. 

But we have become very, very skeptical about laboratory testing 
for a lot of reasons — private laboratory testing for a lot of reasons, 
and our skepticism is growing. 

Mr. Melancon. It wouldn’t have anything to do with you get 
what you request when you pay? 

Mr. Nelson. We have heard there are laboratories that don’t 
find products — fish, produce, whatever they are testing — ever to be 
out of compliance. And then we find other laboratories that do 
something we would never allowed in the drug area. If a drug com- 
pany did was a clinical study, the efficacy didn’t show up, or the 
safety problems developed and they told the people doing the study 
to throw it away, they would be in very serious trouble, both the 
clinicians that were doing the study and the sponsoring company. 

But apparently there is no real penalty, and it is in fact, we are 
told, a practice within the food system that if a private laboratory 
gets a result that the importer doesn’t like, that they work not for 
the FDA — in fact, they were not inspected or certified or in any 
way controlled by the FDA — they have nothing on the line. The 
FDA can’t even ban them from being used by these importers. They 
work for the importer, and if the importer tells them to put the test 
results in a dust bin and just send them a bill, that is very common 
practice. 

Mr. Melancon. Do we in this country have the ability to get 
away from the contractors’ lists and utilize universities, would that 
give us more credibility in the results? If, in fact, we are not able 
to stand up enough labs because of the cost, are there enough uni- 
versities that could take samples and do the work for us, and do 
you think the integrity of the tests would be pretty upstanding? 

Mr. Nelson. We do use universities in what is called the FERN 
system, and the FDA does contract with universities to do some of 
the testing now. And those universities are qualified, the ones that 
are in the system, to do testing of — particularly involved in 
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Mr. Melancon. Is there a standard regimen of tests they are re- 
quired to make when they are a contractor? 

Mr. Nelson. FDA witnesses are coming up. I’d suggest if you 
want the specific details you talk to them about it. We do use uni- 
versities, though. 

Mr. Melancon. One more question. Does Hong Kong use private 
contractors or is that state-run? 

Mr. Nelson. No. That is all government labs. They, of course, 
don’t have to maintain all the other governmental expenses that we 
do. 

Mr. Melancon. Thank you, sir. 

Mr. Stupak. Thank you, Mr. Melancon. Mr. Green for questions. 

Mr. Green. Thank you, Mr. Chairman. 

First I’d like to thank our investigators for spending part of their 
August in China. Having been there once, but having both family 
and friends who have gone there to spend a lot more time in doing 
work like what you do, it is probably not as pleasant as what we 
did in just meeting with officials. 

One of the interests I have is comparing what, for example, Hong 
Kong and Japan is doing with — Hong Kong actually has a vigorous 
inspection system, whereas Japan actually has the preferred im- 
porters, so to speak, I guess they investigate what they do in 
China, for example. Does the Japanese, though, have a food inspec- 
tor at every port of entry that brings in food or is authorized to 
bring food in? 

Mr. Nelson. That is my understanding. We are very fortunate, 
in the next panel, of having people with a lot of expertise on Hong 
Kong and Japanese and Chinese regulatory systems. 

Mr. Green. One of the interests I have, though, is I note for ex- 
ample, the testimony we will hear in a few minutes is that FDA 
has inspectors at 90 ports now, and USDA has it at 140 ports, both 
land and ocean, and yet FDA has 80 percent of the responsibilities 
as compared to the USDA which has 20 percent. I would assume 
that the countries that you looked at would have that percentage 
reversed; you would actually have more inspectors for the food that 
the FDA would do under ours as compared to the Department of 
Agriculture. But anyway, that is just a question, and I will wait 
until our next panel. 

You mentioned the Chinese efforts to strengthen the safety of im- 
ports through what’s called a red list and a black list. And can you 
talk about the effectiveness of that red list and black list in rooting 
out some of the bad actors? Was that part of your investigation? 

Mr. Nelson. We talked with the AQSIQ about the systems. They 
listed it as one of five essential parts of their program for guaran- 
teeing the safety of the food exports. They told us that there were 
55 firms on the black list, which, given the press reports of what 
happens to people when the Government of China is truly upset 
with them, is a list I wouldn’t want to be on. It was not clear what 
the preferential treatment for the good actors was. 

Mr. Green. Another question is the export certificates are certifi- 
cates granted at the local level? And the political situation I know 
varies from province to province and there has always been a geo- 
political question about how much the central government controls 
in some of the provinces as compared to the local officials. 
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Can you speak to any of the concerns about corruption? Is there 
any particular — that the Federal Government may not actually 
have the apparatus to make sure those export certificates are valid 
when they are issued by the local government. 

Mr. Nelson. Except for the power to yank a firm’s ability to ac- 
quire an export certificate, all of the decisions are made on a local 
level. I mean, if a firm gets caught exporting something out of spec, 
then the Beijing Government will yank their authority to export 
until the problem is solved. But they don’t do any of the inspec- 
tions, they don’t control any of the budgets. 

The rubber meets the road at the local level, and we are told that 
that varies widely. Some provinces like Guangdong have appar- 
ently very effective CIQ systems. The province that is immediately 
across the sea from Japan that sends a lot of the produce on a just- 
in-time basis to Japan apparently has a fairly good regulatory sys- 
tem, but other provinces may not. 

Mr. Green. Mr. Chairman, one last question, I guess, is that if 
produce is exported to Hong Kong, it is rigorously inspected, is 
there any transshipment of that produce? Could Hong Kong, be- 
cause of their rigorous system, be someplace that would be a pre- 
ferred export port, for example, because of their effort as compared 
to the other ports in China? 

Mr. Nelson. I don’t think Hong Kong exports food. They import 
95 percent of the food they consume. And almost all of that is from 
China. I mean, you can get French wine, you can get some form 
of Iowa beefsteaks without the bone. But they are not a food ex- 
porter. 

Mr. Green. Thank you, Mr. Chairman. 

Mr. Stupak. Thank you, Mr. Green. 

If anyone else has questions, we will just do another quick round 
here. You mentioned a couple of times the AQSIQ. That stands for 
the Administration of Quality, Supervision, Inspection and Quar- 
antine? 

Mr. Nelson. Yes. 

Mr. Stupak. Mr. Barstow, when you met with Chinese officials, 
what was their opinion about the concerns Americans have con- 
cerning the quality and safety of Chinese food? 

Mr. Barstow. The AQSIQ said they had been studying the con- 
cerns that Americans have, and the exported food problems are 
perceived to come from China. And they came up with three con- 
clusions. 

The first conclusion was that there are some real safety and 
quality problems in China. The example they cited for this conclu- 
sion was the melamine in wheat gluten. They said when this kind 
of problem happens, they are dealt with according to law and regu- 
lations. In the melamine case, they said that they shut down the 
factories as soon as they learned about it and that they filed suit 
against the two companies that were responsible. 

Mr. Stupak. Did you ask why they wouldn’t let the FDA inspec- 
tors in to check these melamine plants? 

Mr. Barstow. That is another issue. 

Second, they said that there are different international standards 
that create problems. In this conclusion, they cited the toothpaste 
example. Earlier this year, toothpaste from China was found to 
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contain diethylene glycol, or DEG. In China, it is permitted to be 
present in up to 15.6 percent of toothpaste there, and international 
standards said that DEG could not be in any toothpaste. China 
said that there were no real safety problems with DEG in tooth- 
paste but they succumbed to international pressures and now 
banned its use. 

However, that still doesn’t explain why the DEG was listed as 
glycerin, which is the harmless ingredient that it replaces. 

Third, they said that they believed the Western media, particu- 
larly the media in the United States, has blown the safety and 
quality problems out of proportion. They believe press reports have 
been unfair. 

Mr. Stupak. Thank you. 

Mr. Nelson, at the last food safety hearing, we spoke about the 
FDA food import alerts, specifically import alerts that contained 
the instruction, “detention without physical examination.” 

Remind us again, what does that mean, “detention without phys- 
ical examination”? 

Mr. Nelson. I think all import alerts contain that. It means that 
the product goes to the importer’s premises. And before it can be 
released into the commerce of the United States, the importer has 
an obligation to prove to the agency that it is nonviolative. That 
is done by the importer contracting with a lab to test it. 

Mr. Stupak. So the FDA doesn’t take control of it. They don’t 
send their inspectors in. The processor or the importer has the 
food, and then he hires a private lab to test the product? 

Mr. Nelson. That is overwhelmingly the case. 

Mr. Stupak. At the last hearing you spoke about port shopping 
and how some importers choose to shift their products to places 
without FDA inspectors or labs, and how some importers try to get 
around the import alerts. Have you learned of schemes being used? 

Mr. Nelson. The one that was most disturbing was in talking 
to people about private labs. An issue arose as to whether not 
only — foods under import alert, but the surveillance testing that 
the FDA does, the more randomized testing of imports coming into 
the United States, there was a proposal that that be contracted out 
to private labs. So we have been talking to people in private labora- 
tories. And the most shocking thing that we have learned is that 
there is no apparent ethic within the community nor is there any 
regulatory concern about taking negative results, results that 
would indicate the food is contaminated or decomposed or other- 
wise unfit for human consumption, and just discarding them if the 
importer gives them that instruction. 

Mr. Stupak. If the Chinese Government says they certify their 
labs and they certify these farms and things like this, does the 
FDA certify the labs that the importers use to check the results or 
for suspicious 

Mr. Nelson. Neither the FDA or any other governmental agency. 

Mr. Stupak. So these labs are unregulated. They work for the 
importer and basically they get the results that they pay for? 

Mr. Nelson. Right. The FDA does audit. I doubt whether it is 
significant. We have asked them what percentage. I suspect it is 
very small. But the audits are largely an audit of the paper. It is 
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not an audit of the lab or its capacities to produce the results that 
they claim to produce. 

Mr. Stupak. You mentioned on drugs it does not occur. Are those 
labs certified by the FDA for drug imports? 

Mr. Nelson. Those labs — well, actually not necessarily. Univer- 
sity labs certainly are well supervised, and some of the other labs 
that are used by drug companies for testing are not anything more 
than doctors’ offices, and some of them are even done overseas now. 
But if a drug company gets caught cheating, the FDA treats it as 
a criminal offense with serious consequences for the individuals in- 
volved. 

Mr. Stupak. What happens if a food importer gets caught cheat- 
ing at these labs? 

Mr. Nelson. Nobody asks whether the food importer cheats or 
not. 

Mr. Stupak. So no one inquires? 

Mr. Nelson. No. 

Mr. Stupak. And, of course, your teams work on food safety 
issues. I brought up last time other areas of concern, particularly 
when we uncovered evidence of questionable compensation at the 
FDA. Have you uncovered other questionable practices? 

Mr. Nelson. One of the practices which is detailed in — well, the 
FDA information was received so far from — it has been placed in 
the exhibit book and presumably into this record, as well as into 
the record of the last hearing. 

Mr. Stupak. Tab No. 35. 

Mr. Nelson. Yes. It involves the abuse of the concept of religious 
compensation, a concept where people are allowed to work some 
overtime, so that they can take a religious holiday every now and 
then, without taking vacation time. This has been grossly abused 
in some cases. 

Mr. Stupak. All right. I mentioned that we’re going to have a 
hearing on November 1 on drug imports, and November 13 on do- 
mestic food again. You and your team will continue to work on 
these issues, plus compensation issues at the FDA; is that correct? 

Mr. Nelson. That is our instruction. 

Mr. Stupak. Thank you and thank you for your investigation. 

Mr. Whitfield, any questions? Mr. Green any questions? Mr. 
Melancon. 

Mr. Melancon. I am back on seafood. Does China allow a high 
concentration of antibiotics in their seafood domestically than we 
do in the U.S.? 

Mr. Nelson. Certainly more than we do. I don’t know whether 
it would be considered high. But we don’t permit it. 

Mr. Melancon. But we don’t permit it, but we don’t check it? 

Mr. Nelson. We haven’t been doing a very good job of it. The 
FDA has known about this problem since 2000, 2001. But they 
didn’t act on a countrywide basis until June 2006, about a month 
after the first letter came from the subcommittee requesting infor- 
mation about their regulation of seafood imports. 

Mr. Melancon. And we talked about shipping products and the 
problem of different countries, different regulations and guidelines 
and whatever. Don’t you think it could be done, particularly in 
these trade agreements on a WTO level, if we are going to do it 
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on a level playing field, that we have a minimum requirement for 
all countries, and then each country has its own specific require- 
ments that these things can he adjusted or adhered to if these 
countries want to export their products to countries that have high- 
er standards? 

Mr. Nelson. They’re supposed to meet our standards for entry 
and they are supposed he denied entry if they don’t meet our 
standards. That’s the law. 

Mr. Melancon. But there are no teeth there to get them if they 
don’t? 

Mr. Nelson. We don’t have the resources to do the inspections 
and the testing that we need to assure that the problem is under 
control. 

Mr. Melancon. Thank you. Thank you, Mr. Chairman. 

Mr. Stupak. Mr. Burgess, we have been going around with last- 
minute questions of this panel before we excuse them. Do you have 
any further questions of this panel. 

Mr. Burgess. Yes, Mr. Chairman. Thank you. 

For a point of clarification, Mr. Nelson, when you talked about 
the FDA testing only a fraction of what they inspect, you made the 
statement they don’t test enough and that there was no confidence 
in their statistical standards. Did I understand that correctly? 

Mr. Nelson. Yes, sir. 

Mr. Burgess. I’m not a statistician and I’m not really a student 
of statistics. But from the very brief and unfortunate association I 
had with the study of statistics in college and graduate school, I 
recall that there were some scientific tests and some scientific 
standards by which you could assure yourself or — ^you didn’t just 
pick a sample size out of the air. There were actually formulas that 
could be followed to arrive at a statistical number over which you’d 
have a certain degree of confidence. So are you telling us that the 
principles of statistics are not being applied in the metrics that are 
used in our inspection facilities? 

Mr. Nelson. Not only are the principles of statistics not being 
applied, we have seriously degraded the percentage of imports that 
we have tested for the last two decades. 

Mr. Burgess. But there should be someone — not up here on this 
dais — ^but someone who knows statistics, who is able to advise our 
FDA on what is the sample size you should be testing and what 
are the confidence limits that you can then project from that sam- 
ple size you’ve tested. Is that not correct? 

Mr. Nelson. Theoretically. 

Mr. Burgess. In your observation, were those statistical methods 
not applied? 

Mr. Nelson. The sample size is so small relative to the size of 
the imports that I think probably you can’t generalize across all 
food imports. 

Mr. Burgess. But we shouldn’t have to intuit whether a sample 
size is too small, just right, or too large. Someone, presumably, who 
knows the science of statistics, should be able to tell us this is the 
sample size that should be tested if you want these confidence lim- 
its on the results that you are seeking. 

Mr. Nelson. I have seen that for drug safety, actually. There 
have been some articles in journals published in the last year on 
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drug safety as a whole in the United States. I have never seen it 
done for food. 

Mr. Burgess. But again, presumably, the science of statistics has 
developed enough where someone would have this information and 
be able to share it with us. 

Mr. Nelson. Quantitative risk assessment is possible. The data 
isn’t there. 

Mr. Burgess. Well, whether the data is there or not from the 
FDA standpoint, someone should be able to tell us if we are doing 
not enough, if we are doing just right, or if we are doing too much, 
as you may think in Hong Kong. Someone should be able to ration- 
ally tell us what the sample size is we should be testing. We 
shouldn’t, again, be making that up as legislators. We shouldn’t be 
asked to make that up on the basis of emotion, this looks right, 
this looks too small. Someone should be able to tell us scientifically 
what the number is. That would be my estimation. 

Thank you, Mr. Chairman. I will yield back. 

Mr. Stupak. Thank you, Mr. Burgess. With no further questions, 
we’ll excuse this panel. Thank you, gentlemen, for your work. 

And I will call our second panel of witnesses to come forward. On 
our second panel we have Dr. Michael Martin, who is an analyst 
in Asian political economy at the Congressional Research Service. 
Mr. James Rice is vice president and country manager for Tyson 
Foods in China. 

It is the policy of this subcommittee to take all testimony under 
oath. 

Please be advised that witnesses have the right under the rules 
of the House to be advised by counsel during their testimony. Do 
any of you gentlemen wish to be represented by counsel at this 
time? 

Let the record reflect that both witnesses indicate that they do 
not. 

[Witnesses sworn.] 

Mr. Melancon [presiding]. Let the record reflect the witnesses 
replied in the affirmative. You are now under oath. 

Dr. Martin, would you like to start with the opening statement 
for 5 minutes? 

STATEMENT OF MICHAEL F. MARTIN, ANALYST, ASIAN TRADE 

AND FINANCE, FOREIGN AFFAIRS, DEFENSE, AND TRADE DI- 
VISION, CONGRESSIONAL RESEARCH SERVICE, LIBRARY OF 

CONGRESS 

Mr. Martin. Chairman Stupak, Ranking Member Whitfield, dis- 
tinguished members of the subcommittee, thank you for the oppor- 
tunity to appear before you today. With your permission I would 
like to submit my statement for the record and provide you with 
a brief summary of its contents. 

You have asked me to testify on how Hong Kong and Japan en- 
sure the safety of their food imports from mainland China. While 
concern about the safety of food imported from China has arisen 
in the United States in 2007, this issue has been important to 
Hong Kong and Japan for a number of years. In December 1997, 
Hong Kong slaughtered over 1.5 million chickens to combat an out- 
break of avian flu that claimed the lives of six people. Virtually all 
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those chickens had been imported from China. In July 2002, Japan 
banned the import of frozen spinach from China after several ship- 
ments were found to contained an unacceptable level of pesticides. 
Prior to the ban, China had supplied Japan with 99 percent of its 
imported spinach. 

As a result, the Hong Kong Government has been aware of the 
issue for at least 10 years and the Japanese Government has been 
aware of it for at least 5 years. Food imports from China are of par- 
ticular concern to the Hong Kong and Japanese Governments be- 
cause China’s an important source of food. China supplies Hong 
Kong with about 80 percent of its food and Japan with more than 
10 percent of its food, second only to the United States. 

Under Hong Kong law, the primary responsibility to ensure the 
safety of all food imported or domestically produced is placed in the 
Hong Kong Food and Environmental Hygiene Department in its re- 
cently established Centre for Food Safety. In 2006, the Centre for 
Food Safety was given specific responsibility for planning and im- 
plementing Hong Kong’s food safety policies, negotiating and man- 
aging relations with overseas food authorities, including China, and 
consulting with the businesses and people of Hong Kong about its 
food safety system. 

Over the last 10 years Hong Kong’s Food and Environmental Hy- 
giene Department and its mainland China counterpart have agreed 
to a set of administrative procedures to ensure the safety of food 
shipped to Hong Kong. These special procedures include joint visits 
to farms and food production facilities in China, technical ex- 
changes and frequent meetings to discuss food safety issues. 

In order to expedite inspection, Hong Kong limits the number of 
points of entry for imported food. Failure to comply with Hong 
Kong’s laws and regulations governing the imported food is punish- 
able by up to 6 months in jail and a maximum fine of about 50,000 
Hong Kong dollars, or about 6,400 U.S. dollars. 

In 2006, the Centre for Food Safety took over 64,000 samples for 
microbiological and chemical testing. The overall failure rate was 
0.3 percent. However, in its latest report, which covers from July 
until August 2007, the center found a slightly higher failure rate 
of 0.6 percent. Neither report indicated what percentage of the im- 
ports were tested. 

Turning to Japan, the Food Safety Basic Law disseminates the 
enforcement of food safety throughout Japan’s federal, provincial 
and local governments. In general terms, the federal agencies han- 
dle food safety enforcement for imported goods and the provincial 
and local governments focus their efforts on domestic enforcement 
issues. The Food Safety Basic Law also created the Food Safety 
Commission, a cabinet-level independent agency that overseas the 
government’s activities on food safety. 

Food imported into Japan is subject to inspection by roughly 300 
inspectors located at 300 quarantine stations. Inspections cover 
over 300 food products, nearly 800 agriculture chemicals and in- 
clude nearly 55,000 inspection criteria. Between April and Septem- 
ber 2006 the ministry inspected 10.3 percent of the shipments, 0.7 
percent were found to be in violation of Japanese law. The most re- 
cent amendment to Japan’s food sanitation law raised the highest 



40 


penalty for violation of the law to up to 3 years in jail or a fine 
of up to 3 million yen, approximately 26,000 IJ.S. dollars. 

Relations between Japan and China on the issue of food safety 
take place in two separate arenas, government-to-government rela- 
tions and company-to-company relations. On the government-to- 
government side, Japan has negotiated over 30 separate agree- 
ments with China, specifying equivalency standards for the range 
of food items. Under these agreements, Chinese health officials cer- 
tify that specific farms and food production facilities meet the 
agreed standards. In Japan, food shipments from these certified 
Chinese farms and facilities are afforded preferential treatment to 
imports from noncertified farms and facilities. As a result, on the 
business-to-business side, Japanese importers tend to source their 
food products from the certified farms and facilities, often offering 
a higher price for the goods in order to lower the risk of shipments 
being inspected or impounded. 

Based on the preceding summary as well as my written testi- 
mony, I would like to offer four somewhat interrelated observa- 
tions. First, collaboration generally has been used more than con- 
frontation. Part of the overall strategy of Hong Kong and Japanese 
food safety officials when dealing with their mainland Chinese 
counterparts seems to be focusing on the shared issue of protecting 
people from unsafe and unsanitary food. 

Second, the carrot has been used more often than the stick. In 
their dealings with Japanese officials and businesses, both Hong 
Kong and Japan appear to have adopted an approach of providing 
incentives for the Chinese Government to cooperate rather than pe- 
nalizing failures to comply. 

Third, food safety is not simply a matter of laws and regulations. 
Another element of the Hong Kong and Japanese approach to food 
product safety is the apparent focus on creating incentives for busi- 
nesses to comply with the laws and regulations. Both Hong Kong 
and Japan seek to create an environment in which it’s in the best 
interest of the Chinese food producers and exporters as well as the 
Hong Kong and Japanese food importers to make sure that the im- 
ported food are safe and sanitary. 

Fourth, no system is perfect. No matter how well designed the 
policy or how well the policy is implemented, it is impossible to 
guarantee that every morsel of imported food, whether it’s from 
mainland China or some other location, is 100 percent safe and 
sanitary. The Hong Kong and Japanese Governments have food 
safety policies in place but they both continue to experience prob- 
lems with tainted and unsafe imported food products. 

Chairman Stupak, Ranking Member Whitfield, distinguished 
members of the subcommittee, this concludes my statement. Thank 
you again for the opportunity to testify on these issues. I will be 
pleased to respond to any questions you might have. 

[The prepared statement of Mr. Martin follows:] 
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Opening statement 

Chairman Stupak, Ranking Member Whitfield, distinguished members of the subcommittee, 
thank you for the opportunity to appear before you today. I am Michael F. Martin, Analyst in Asian 
Trade and Finance, of the Congressional Researeh Service. I ask that my full, written statement be 
included in the record. 

As requested, this statement provides observations and analysis on how the governments of 
Hong Kong* and Japan seek to insure the safety of food products imported tfom mainland China. To 
a limited extent, I will comment on possible lessons the United States may be able to learn from the 
practices of Hong Kong and Japan. However, my area of expertise does not include current U.S. food 
safety policy, and I would defer to the analysis of my colleagues at CRS and other experts in the field 
on the strengths and weaknesses of the present U.S. food safety laws, regulations and practices.** 
Also, before I begin my testimony, 1 would like to thank the Japanese embassy and the Hong 
Kong Economic and Trade Office in Washington, D.C. for their help and assistance in learning more 
about their government’s food safety policies. Any analysis or opinion expressed in this testimony 
are my own in my capacity as an analyst at the Congressional Research Service, and should not be 
construed or inferred as a reflection of the views of the Japanese embassy or the Hong Kong 
Economic and Trade Office unless directly attributed to those entities. 

Importance of the Food safety issue 

' For purposes of this testimony, the term “Hong Kong” will be used to refer to the “Hong Kong Special 
Administrative Region.” 

* For information on the U.S. regulatory system for imported foods, see CRS general distribution memorandum 
of July 26, 2007, “Survey of Statutory Authorities Involved in Import Safety,” and CRS Report RS22664, U.S. 
Food and Agricultural Imports: Safeguards and Selected Issues, by Geoffrey S Becker. 
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There has been extensive press coverage and public concern about the safety of food 
imported from China this year.^ In May, the U.S. Food and Drug Administration, or FDA, began the 
recall of a wide range of pet foods because wheat and rice protein imported from China - which was 
added to pet food manufactured in the United States - had been adulterated with melamine, leading 
to the death of hundreds of cats and dogs.'* According to the FDA, some of the tainted protein was 
used as feed for livestock and fish that were eaten by U.S. consumers, but the assessed risk to human 
health was deemed small.’ In June, the FDA announced it was detaining all imports of farm-raised 
seafood from China because of their concern that these goods may contain unsafe drug residues.® 


* For more information on the issue of U.S. food safety and imports from China, see CRS Report RS22713, 
Health and Safety Concerns Over U.S. Imports of Chinese Products: An Overview, by Wayne M. Morrison 
and CRS Report RL34080, Food and Agricultural Imports from China, by Geoffrey S. Becker. 

"* For details on the recall of pet food tainted with adulterated Chinese wheat gluten, see the FDA web page: 
[http://www.fda.gOv/oc/opacomyhottopicsypetfood.html#situation]. 

’ “Joint Update: FDA/USDA Update on Tainted Animal Feed,” U.S. Food and Drug Administration press 
release, April 27, 2007. 

® “FDA Detains Imports of Farm-Raised Chinese Seafood ,” U.S. Food and Drug Administration press release, 
June 28, 2007. 
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Events such as the preceding have apparently raised public concern about the safety of food 
in the United States, and particularly the safety of food imported from China. In a joint 
Reuters/Zogby poll of over 1,000 U.S. consumers conducted in mid-September, about 78% of the 
respondents “worry about the safety of Chinese imports, and a quarter have stopped buying food 
from China.”^ In a similar poll conducted in June by Consumers Union, the publishers of Consumer 
Reports, 92% of the over 1 ,000 respondents stated that they wanted to know the country of origin of 
the food they are buying.® 

Food safety is Not a New Issue in Hong Kong and Japan 

While concern about the safety of food imported from China has arisen in the United States 
in 2007, this issue has been important to Hong Kong and Japan for a number of years. In December 
1997, Hong Kong’s Agriculture, Fisheries, and Conservation Department slaughtered every live 
chicken in the city - over 1.5 million chickens - to combat an outbreak of avian flu that claimed the 
lives of six people.’ Virtually all of those chickens had been imported from China. In July 2002, 
Japan banned the import of frozen spinach from China after several shipments were found to contain 
unacceptable levels of pesticides."’ Prior to the ban, China had supplied Japan with 99% of its 
imported spinach - approximately 50,000 metric tons per year. In both Hong Kong and Japan, the 
perceived threat to food safety touched off a period of heightened public concern and greater 
government scrutiny of food imports from China. As a result, the Hong Kong government has been 

’ Most Americans concerned with China imports,” Reuters, September 19, 2007. 

® “Poll: 92 Percent Want 'Country of Origin' Labels," Reuters, July 11, 2007. 

’ “The Next Influenza Pandemic: Lessons from Hong Kong, 1997,” by Rene Snacken, Alan P. Kendal, 

Lars R. Haaheim, and John M. Wood, Emerging Infectious Diseases, Vol. 5, No. 2, March-April 1999, pp, 
195-203. 

“Challenges for China’s Agricultural Exports: Compliance with Sanitary and Phytosanitary Measures,” by 
Fenfxia Dong and Helen H, Jensen, Choices, Vol. 22, No. 1, 1“ Quarter 2007, pp. 19-24. 
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aware of the issue for at least 1 0 years, and the Japanese government has been aware for at least five 
years. 

Food imports from China are of particular concern to the Hong Kong and Japanese 
governments because of China's importance as a source of food for the city of Hong Kong and the 
nation of Japan. According to a recent press account, China supplies Hong Kong with about 80% of 
its food." According to its Ministry of Health, Labour, and Welfare, or MHLW, more than 10% of 
Japan’s food comes from China. According to news sources, Japan relies on China for about 80% 
of its vegetable imports." On July 24, 2007, Tomobiko Taniguchi, deputy press secretary for Japan's 
Foreign Ministry, stated "it is too late" to control the quantity of food imports from China.'"' 
According to Taniguchi, the safety of imports from China is “one of the biggest concerns I can tell 
you ordinary people in Japan are having these days ... and it's going to remain one of the most 
biggest coneems for the foreseeable future."" 

Distinctive Characteristics of the Hong Kong and Japanese Markets’® 


' ' “China Scares Spur Hong Kong Organic Food, Vegetable Tracking,” by Laurie Burkitt, Bloomberg, July 27, 
2007. 

Data from the Ministry’s webpage [http://www.mhlw.go.jp/english/topics/imported foods/index.html] and 
Japan External Trade Organization, Trade and Investment Statistics. 

" “Japan Now Relies More on Chinese Food Imports," Brunei Times, September 5, 2007; “Japan’s New Import 
Standards Threaten Chinese Farmers," China View, May, 28, 2007. 

“China’s Food Safety ‘Biggest Concern' for Japanese: OfRcial,’ Agence France-Presse, July 24, 2007. 

" Ibid. 

Unless otherwise noted, observations made in this section of the testimony are based on first-hand 
experience living in Hong Kong and Japan, as well as continued contact with people living in Hong Kong and 
Japan. 
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While the extended experiences of Hong Kong and J apan may provide some useful insights 
for the United States on how to deal with imported food from China, there are distinctive 
characteristics of the food markets in both locations to be taken into consideration. First, the food 
consiunption patterns of Hong Kong and Japanese households are different from those of U.S. 
households. Second, the food distribution systems in Hong Kong and Japan are different from the 
U.S. food distribution system. Third, the attitudes of consumers in Hong Kong and Japan about food 
are arguably different from the typical U.S. consumer. 

The food consumption patterns of Hong Kong, Japanese and U.S. households are distinct 
from each other. For example, the typical Hong Kong household purchases the groceries for its 
evening meal in a wet market'^ near its home the same day of the meal. In part, this is due to the 
small size of the typical Hong Kong kitchen and refrigerators and in part, it is due to their strong 
preference for fresh food. Often times, the fresh vegetables, meat and Iruit are bought by an adult in 
the household on their way home from work or during the afternoon. 

Any meat purchased for the evening meal was more than likely slaughtered in Hong Kong or 
in China that same morning. Any produce purchased in the wet market was likely either harvested 
earlier that day in China or arrived at the port in Hong Kong that morning. Produce or meat not sold 
on its first day in the wet market is often thrown away as rubbish because Hong Kong consumers 
generally do not trust day-old produce or meat. The larger grocery stores in Hong Kong - 
Park’n’Shop and Wellcome - mostly sell canned and frozen foods, beverages, condiments and sauces 
used by Hong Kong households when preparing the fresh vegetables and meat. 

Hong Kong wet markets are typically located in or near a set of apartment buildings in a government-run 
community center or a commercially-run shopping center. The wet markets contain food stalls for rent to 
vendors selling fresh produce, meat, seafood or other food items. There is often a section of inexpensive 
restaurants nearby which are commonly known as “dai pai dongs.” 
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Hong Kong households also eat out quite frequently, often at nearby neighborhood 
restaurants, ranging from "dai pai dongs”'* (open-air street restaurants) to internationally renowned 
restaurants. Whatever type of restaurant they are, most Hong Kong restaurants also purchase their 
produce and meat at wet markets every day to meet the expectations for freshness among their 
customers. 

Japanese households also purchase much of their food as fresh produce and meat. Much like 
the case in Hong Kong, this is partially due to the small size of the typical Japanese kitchen and 
refrigerator. In comparison to Hong Kong, more of Japan’s shopping is done at supermarkets and 
specialty food stores, such as fishmongers and fhiit and vegetable stores. Like Hong Kong 
households, Japanese households usually purchase any meat or vegetables for their evening meal 
earlier that day. While Japanese households eat their evening meal out less often than Hong Kong 
households, when they do eat out, the restaurant generally serve fresh meat and vegetables purchased 
that same day. 

The food distribution systems of Hong Kong and Japan are also different from that of the 
United States. In Hong Kong, most of the fresh food enters either on land from China or by sea from 
overseas and proceeds directly to wholesale markets near the point of entry. At the wholesale 
markets, a mixture of food vendors, purchasers for restaurants and representatives from the 
supermarkets select the items they want and then transport them to the wet markets scattered 

‘ * “Dai pai dong” literally means "big license stall” after the oversized licenses issued to street food stalls by the 
Hong Kong government in the 1940s. These informal restaurants are commonly located near wet markets, 
street markets or major bus terminals. A common characteristic of dai pai dongs is the use of folding tables and 
stools that are often shared among the neighboring food stalls in the dai pai dong. 
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throughout the city, take them hack to their restaurants, or transfer them to the supermarkets’ food 
distrihution facilities. As a result, the distrihution of food at the wholesale level is highly centralized 
and highly competitive. 

In Japan, there is a split in the market between the small food vendors, and the large 
supermarket chains and the emerging big box stores. The large supermarket chains (such as Daiei, 
Itoyokado, Jusco, and Seiyu) and the big box stores usually procure their meat, produce and other 
food items directly from their overseas suppliers, often using long-term procurement contracts. By 
contrast, the smaller food vendors - especially sellers of seafood and fresh produce - typically buy 
their merchandise in wholesale markets. 

Finally, there is a common perception that Hong Kong and J apanese consumers are generally 
highly concerned about the safety of their food. A survey of J apanese households on food discovered 
that food safety was the top concern of 70% of the respondents; price was the top concern for 8% of 
the respondents.’^ Day-old, damaged or blemished produce or meat usually cannot be sold to Hong 
Kong and Japanese consumers, even at highly discounted prices. Also, in response to the recent 
problems with tainted food from China, there are reports of growing interest in organic produce and 
meats in Hong Kong.^” Japanese consumers have also shown increasing interest in organic food 
products, but ironically, much of Japan’s organic food is imported from China.^’ 

Results from presentation by Paul Young, "Food Safety Regulation; Comparing the EU and Japanese 
Systems,” at the symposium, “Regulating Food Safety in China," held at the Woodrow Wilson International 
Center for Scholars on September 20, 2007. 

“ “China Scares Spur Hong Kong Organic Food, Vegetable Tracking," by Laurie Burkitt, Bloomberg, July 27, 
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Hong Kong s Approach to Imported Food safety 


2007. 

“Organic Farming Grips China,” by Juliana Liu, BBC, October 4, 2007. 
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Under Hong Kong law, the responsibility to ensure the safety of imported food is placed in 
the Food and Enviromnental Hygiene Department. On May 2, 2006, the Food and Environmental 
Hygiene Department established the Centre for Food Safety, which was given specific responsibility 
for planning and implementing Hong Kong’s food safety policies, negotiating and managing relations 
with overseas food authorities (including China), and maintaining a consultative structure to allow 
the businesses and people of Hong Kong with an opportunity to comment on Hong Kong’s food 
safety system. In addition, Hong Kong’s Customs and Excise Department^^ has the authority to 
inspect baggage and materials brought into Hong Kong to see if they contain any illegal materials, 
including prohibited food items. 

Centre for Food safety. The Centre for Food Safety is organized into three divisions. 
The Food Surveillance and Control Division is responsible for planning and implementing Hong 
Kong’s food surveillance system, running Hong Kong’s food import control and export certification, 
managing any food incidents that pose a threat to public health, liaising with foreign food authorities, 
and overseeing the testing of imported food from Mainland China. The Risk Assessment and 
Communication Division oversees risk assessment studies, conducts food consumption surveys, 
advises on the establishment of food safety standards, communicates food safety information to the 
public, organizes consultative meetings with Hong Kong businesses and consumers, and 
communicates with international bodies to strengthen the food safety systems of Hong Kong. The 

Although Hong Kong is legally part of China, under the terms of the 1 984 “Joint Declaration of the 
Government of the United Kingdom of Great Britain and Northern Ireland and the Government of the People's 
Reblic of China On the Question of Hong Kong,” the Hong Kong Special Administrative Region will “retain 
the status of a free port and a separate customs territory." 
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final division of the Centre for Food Safety is its Administrative Division, which is responsible for 
administrative support services. 

Enforcement. Under current Hong Kong law, a food import declaration form is required 
to legally import food into Hong Kong. The form includes information on the date of import, 
particulars of the person making the import declaration, the name and contact information for both 
the importer and exporter of the food, and a description of the imported food items, including the 
physical quantity and place of origin. The form specifically requests the name and address of the 
farm Irom which the food came. While not legally required for all food products, the Centre for Food 
Safety “encourages” food importers to obtain health certificates issued by the appropriate authorities 
of the country of origin for the food products, and have copies of those certificates accompany the 
food products when imported into Hong Kong. For certain “perishable or high-risk” food items - 
such as game, meat, and poultry; milk and milk beverages; frozen confections; and marine products 
- health certificates are required. Also, importers of frozen or chilled beef, mutton, pork and poultry 
must obtain an import license from the Centre for Food Safety before shipping these food products to 
Hong Kong. 

Failure to comply with Hong Kong's laws and regulations governing the import of food is 
punishable by up to six months in jail or a maximum fine of 50,000 Hong Kong dollars, or about 
$6,400. However, it is unusual that a company or person will be given the maximum penalty. In 
many cases, the illegally imported food or the imported food found in violation of Hong Kong's 
health standards will be impounded and destroyed. According to the Centre for Food Safety, Hong 
Kong did prosecute over 500 food safety violations in 2006. 
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In order to expedite the inspection of food imports, Hong Kong limits the number of points of 
entry for imported food. In general, fresh food imports are to enter Hong Kong either via Man Kam 
To (near the center of the border with Mainland China), the pier by the Western Wholesale Food 
Market (on the northwest comer of Hong Kong Island), the pier by the Cheung Sha Wan Wholesale 
Food Market, or the Hong Kong International Airport at Chek Lap Kok. Other food items may also 
enter Hong Kong at Lok Ma Chau (on the western edge of the border with Mainland China) or Sha 
Tau Kok (on the eastern edge of the border). 

RSCSnt L693I Developmsrits. According to the Centre for Food Services, “in response 
to a series of food incidents concerning imported food, the [Hong Kong] Government has announced 
a package of new measures to ensure the safety of imported food. One of these new initiatives is to 
require food importers to Hong Kong to register with the Centre for Food Safety. Although the 
new law has not yet been introduced to Hong Kong’s Legislative Council, the Centre for Food Safety 
has developed a pre-statutoiy voluntary notification scheme to encourage importers and distributors 
of food to register. The notification scheme is a phased program that started in August 2007 with the 
registration of importers of game, meat and poultry meat, and is to continue into 2008. It is not 
known when the new law will be introduced to Hong Kong's Legislative Council.^^ 

R6l3tiOnS with Chins. Because of the importance and sensitivity of food imports from 
Mainland China, the Centre for Food Safety has developed special procedures for food imported 
from China, and has established close ties with food and health authorities in Mainland China. Over 

“Pre-statutory Voluntary Notification Scheme for Food Importers/Distributors,” press release of the Centre 
for Food Safety, available online at; 

[http://www.cfs.go.hk/english/whatsnew/whatsnew_fstr/whatsnew_fstr_pre_stat_vol_scheme.html]. 

Under Hong Kong law, most proposed legislation is initiated by the Chief Executive and is subject to the 
approval of the Legislative Council. 
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the last 10 years, the Hong Kong’s Food and Environmental Hygiene Department and China’s State 
General Administration of Quality Supervision, Inspection, and Quarantine (AQSIQ) have agreed to 
a set of administrative procedures to ensure the safety of food shipped to Hong Kong. These special 
procedures cover fresh produce, livestock, poultry and marine products.^^ 

In general, under the special procedures, AQSIQ inspects, certifies and registers food 
producers in China that meet specified safety standards. Only food from registered farms and 
facilities in China that are accompanied by AQSIQ health certificates are to be allowed into Hong 
Kong by Hong Kong Customs and the Centre for Food Safety's inspection facilities. All food imports 
from China are also subject to inspection by the Centre for Food Safety. At present, Hong Kong 
generally relies on international established sanitary and phytosanitary standards when inspecting 
imported food. For example, Hong Kong has not established its own maximum residue levels 
(MRLs) for pesticides, but uses the Codex Alimentarius Commission’s standards. 

In cases where shipments from a registered Chinese farm or facility fail inspection, 
representatives of AQSIQ and the Centre for Food Safety may conduct a Joint investigation of 
facility to determine the cause of the problem. In addition, AQSIQ and the Centre for Food Safety 
have agreed to notify each other of “major incidents” related to food exports or imports. 


In 1 997, Hong Kong and China made special arrangements for the certification and inspection of poultry in 
response to the outbreak of Avian flu. In 1999, special arrangements were made for cattle imported from 
China. Special arrangements for pork and marine products were made in 2005. Special arrangements for fresh 
produce were made in 2006. 
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To facilitate better relations and communications across the border, AQSIQ and the Centre 
for Food Safety hold periodic meetings to discuss various aspects of their relationship, including the 
notification system, farm registration and certification, updated food standards, and new food safety 
technology. For example, in October 2006, China and Hong Kong began utilizing radi-ffequency 
identification (RFID) tags on live pigs imported into Hong Kong as part of a pilot program to study 
the feasibility of using RFID techniques to trace imported food.^* As explained in an interview with a 
Hong Kong official, the goal of these meetings is to develop a better rapport with Mainland Chinese 
officials and to ensure that enforcement standards are maintained in China. 


“Centre for Food Safety - the First Year,"special report. Centre for Food Safety, 
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internal Relations. To improve communications and relations within Hong Kong, the 
Centre for Food Safety has developed a variety of consultative and communications mechanisms. 
For example, the Centre for Food Safety created three formal bodies - the Expert Committee on 
Food Safety, the Trade Consultation Fomm, and the Consumer Liaison Group - for consultation with 
different stakeholders in Hong Kong on the issue of food safety. In addition, the Centre for Food 
Safety releases a variety of newsletters, fliers and handouts on food safety to provide the public with 
information about changes in policies and regulations, or updates on recent food safety incidents.^^ 
Finally, like all executive agencies in Hong Kong, the Centre for Food Safety may be asked to 
answer questions posed by the Legislative Cotmcil. 

In response to the overall regulatory environment, Hong Kong food importers and consrrmers 
generally rely on establishing supply networks that they consider trustworthy. For the smaller 
wholesalers, vendors and consumers in Hong Kong, this network tends to be based on personal 
relationships; people will return to the same wholesalers or vendors to purchase food items rather 
than shop around for the best price. For the large supermarket chains, the companies often sign long- 
term supply contracts with Mainland China farms that they consider safe and reliable. These 
contracts often provide a price premium to the suppliers as a way to provide an incentive to the farms 
to protect the safety and quality of their products. 

Japan’s Approach to imported Food Safety 

Historical Back9rOUnd. Recent Japanese concern about the safety of food imported 
from China dates back to the spring of 2002, when several shipments of Chinese-grown spinach were 
found to contain excessive pesticide residue. Public concern about the tainted Chinese-grown 

The most recent food safety alert release by the Centre for Food Safety was an August 8,2007 warning about 
oysters imported from the United States that might be infected with Vibrio parahaemolyticus. 
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spinach was heightened by the earlier death of a Japanese woman who had used diet pills made in 
Guangdong Province in China that contained fenfluramine, as well as a fear that had emerged in 
September 2001of mad cow disease in Japanese beef 

In response to the discovery of the tainted spinach, several Japanese food companies 
—Ajinomoto, Nichiro, and S&B Foods — temporarily stopped the import of Chinese vegetables. In 
addition, the Japanese Diet amended the nation's Food Sanitation Law (originally passed in 1947) in 
July 2002 allowing the ban of imported food products from a country or area when successive 
violations of the law have been found. The amendment also increased the penalty for Japanese 
importers of banned food products to up to six months in prison or a fine of up to 300,000 yen 
(approximately $2,400 at that time). 

In May 2003, the Japanese Diet passed the Food Safety Basic Law to strengthen its existing 
measures designed to protect the public from unsafe food. The Food Safety Basic Law was designed 
to work in coordination with Japan's existing laws governing food safety, including the Food 
Sanitation Law, the Abattoir Law, and the Poultry Slaughtering Business Control and Poultry 
Inspection Law. In addition to "clarifying the responsibilities of the state, local governments, and 
food-related business operators and the roles of consumers," the Food Safety Basic Law also created 
the Food Safety Commission, a Cabinet-level independent agency given oversight authority over the 
food safety activities of various government ministries and departments. 

Current Japanese Food safety Laws. There are four main laws currently governing 
food safety in Japan — 1. the Food Sanitation Law; 2. the Food Safety Basic Law; 3. the Abattoir 
Law; and 4. the Poultry Slaughtering Business Control and Poultry Inspection Law. 

The Food Sanitation Law. The Food Sanitation Law was originally passed in 1947, but 
amended in 2002 and more recently in 2006. The basic purpose of the law as written is to "prevent 
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the occurrence of health hazards arising fiom the consumption of food, by making necessary 
regulations and taking any measure so as to work for the protection of the health of the people," As 
Japan's most general food safety law, it covers a wide range of topics including: food safety 
standards; permissible and prohibited food additives; food processing requirements; food labeling 
requirements; inspection procedures and regulations; designation of enforcement agencies; import 
regulations and procedures; penal provisions; and registered laboratories. The most recent 
amendment of the Food Sanitation Law raised the highest penalty for violation of the law to up to 
three years in jail or a fine of up to 3,000,000 yen (approximately $26,000). 

The Food Safety Basic Law. The Food Safety Basic Law sets out the responsibilities of the 
various government agencies responsible for ensuring that Japan's food is safe. Under Japan's 
administrative procedures, provincial and local authorities are part of the food product safety system 
in addition to federal government agencies. The general administration of food product safety is 
under the jurisdiction of the Department of Food Safety of the Ministry of Health, Labour, and 
Welfare, of MHLW. Within the Department of Food Safety, the main enforcement agencies are: the 
Office of Port Health Administration, which manages Japan's 31 quarantine centers and inspects 
imported foods; the Inspection and Safety Division, which handles domestic food inspection; the 
Office of Import Food Safety, which "assures import food safety;" and the Office of International 
Food Safety, which manages the general coordination of international issues of food safety. 

The Food Safety Basic Law also created the Food Safety Commission, a Cabinet-level 
independent agency that oversees the government's activities on food safety. The representative of 
the Food Safety Commission in the Japanese Cabinet is the Minister of State for Food Safety. Its 
main function is to conduct risk assessments of food products and the government's enforcement of 
food safety standards. It oversees the work of the Ministry of Health, Labour, and Welfare in their 
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activities pertaining to food sanitation and safety, and the Ministry of Agriculture, Forestry, and 
Fisheries in their oversight of food products from agriculture, forestry and fisheries. 

The Abattoir Law. As the name implies, the Abattoir Law was established to regulate the 
operations of Japan's slaughterhouses in order to protect public health. The law stipulates which 
government entities are responsible for the inspection and regulation of slaughterhouses, as well as 
setting standards for cleanliness and safety. 

The Poultry Slaughtering Business Control and Poultry Inspection Law. Similar to the 
Abattoir Law, the Poultry Slaughtering Business Control and Poultry Inspection Law regulates the 
slaughtering of poultry, including chickens, ducks, turkeys, and other fowl. 

EnfOrCSmsnt. The actual enforcement of Japan's food safety system is disseminated 
throughout the nation's federal, provincial and local governments. In general terms, the federal 
agencies handle food safety enforcement for imported goods, and the provincial and local 
government agencies focus their efforts on domestic enforcement issues. 

Imported foods, from China or other locations, are subject to inspection by the roughly 300 
inspectors located at 3 1 quarantine stations run by the Ministry of Health, Labour, and Welfare. Prior 
to the import of any food product, the importer must notify the Ministry of its intent to import food 
products. The Ministry's inspectors review the notification materials, and then determine if an 
inspection of the shipment is warranted. The usual practice is to inspect a company’s first food 
shipment to Japan. A history of past violations also tends to result in a shipment being selected for 
testing. 

If the shipment is to be inspected, it is temporarily quarantined and the importer is informed 
of the decision to inspect the shipment. If the food products are deemed unsafe or unfit for human 
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consumption by the inspection, the importer is to be informed of the inspector’s decision, and the 
products are to be either destroyed or returned to their point of embarkation. 

Under current Japanese law, the inspections cover over 300 food products, nearly 800 
agricultural chemicals and include nearly 55,000 inspection criteria. 

Once the imported food products enter J apan, they are still subj ect to inspection by provincial 
and local health and food safety officials under the terms of Japan's Food Safety Law and the Food 
Safety Basic Law. 

R0C0nt D@V@IOpiTI0ntS. Japanese and Chinese health officials recently held a series of 
meetings to discuss ways of insuring the safety of food products imported into Japan from China. 
Also, Japanese officials indicated that food product safety would be a major topic of discussion at 
then upcoming Asia Pacific Economic Cooperation meetings held in Sydney between September 3 
and 7, 2007. Various press accounts of these meetings report that Japan's Economic Minister Akira 
Amari had pressed China's Commerce Minister Bo Xilai for a "full explanation" of China's efforts to 
improve the safety of food and other products from China. 

Also, Japan implemented a “positive list” system in May 2006 to tighten its review of food 
imports for agricultural chemicals. According to a report in Mainichi Shimbun, during the first year 
since the implementation of the “positive list,” the frequency of violations of Japanese standards has 
increased more than eight-fold.^* 


"Imported Food Violations Increase Eight-fold in Year since New System Introduced," Mainichi Shimbun 
(in Japanese), July 9, 2007. 
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RCiStiOnS with Chins. Relations between Japan and China on the issue of food safety 
take place in two separate arenas - govemment-to-govemment relations and eompany-to-eompany 
relations. On the govemment-to-govemment side, Japan has negotiated over 30 separate 
arrangements with China speeifying safety standards for a range of food items. Under these 
arrangements, Chinese health officials is to certify specific farms and food production facilities meet 
the agreed quality standards. In Japan, food shipments from these certified Chinese farms and 
facilities are afforded preferential treatment to imports ifom non-certified farms and facilities. As a 
result, on the business-to-business side, Japanese importers tend to source their food products firom 
the certified farms and facilities - often offering a higher price for the goods - in order to lower the 
risk of the shipment being inspected or impounded, as well as lower the chance that the importer may 
be legally liable if the products are subsequently found to be unsafe or unsanitary.^® 

On March 23, 2007, the Director of Japan’s Department of Food Safety issued an imported 
food monitoring and guidance plan for fiscal year 2007 to the heads of the quarantine stations.^” The 
sixth basic point of the plan states: 

In order to prevent any violation of the Law during the production process in exporting 
countries, the MHLW shall support promotion of sanitation measures in exporting countries 
by (i) providing information on food-sanitation regulations to embassies located in Japan and 
to importers, (ii) holding bilateral discussions, (iii) conducting on-site inspections, and (iv) 
providing technical support. 


For a more detailed description of one company’s sourcing system in China (in Japanese), see Aqlifoods 
webpage: [htq)://www.aqli.co.jp/action/action_02.html]. 

“Development of Imported Food Monitoring and Guidance Plan for FY 2007,” Department of Food Safety, 
March 23, 2007. 
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As part of their efforts to promote better sanitation conditions in exporting countries, the MHLW 
plans on providing overseas suppliers information on samples cases of violations, hold seminars on 
Japanese food-sanitation regulations, and introduce pre-export inspections. The guidelines also 
indicate that if 5% of the food imports from a specific country, area or business entity violate 
Japanese food safety laws, and if such violations are highly likely to continue, the MHLW shall ban 
the importation of such foods. 

Safety Record of Hong Kong and Japan 


It is inherently difficult to determine the effectiveness of a food safety system because it 
involves proving that something did not happen - exporters did not try to ship unsafe food to your 
country, a shipment of unsafe food did not get past inspectors, and consumers did not eat or drink 
unsafe food that did enter your national food distribution system. In addition, it is unclear how to 
interpret the data that is available. For example, does a low rate of failure in pesticide residue testing 
on imported vegetable samples indicate that very few tainted vegetables are being imported or that 
the sampling process is not identifying the tainted shipments. Also, it is uncertain if one can 
extrapolate the amount or volume of unsafe food imports that are entering a country from the failure 
rate from the inspected sampling without knowing if the sample population is representative of all 
import shipments. In the end, the most one can readily say is how strict a government's food safety 
system appears to be. 

Hong Kong’s Rscord. Hong Kong’s Centre for Food Safety reports on the results of its 
food surveillance program every two months via its web page.^* In 2006, the Centre for Food Safety 

The Centre for Food Safety’s webpage is: [http://www.cfs.gov.hk/]. 
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took over 64,000 samples for microbiological and chemical testing; the overall failure rate was 0.3% 
- the same as it was in 2005 In its latest report, which covers July and August 2007, the Centre for 
Food Safety found a slightly higher failure rate of 0.6% out of 12,800 samples.^^ Neither report 
indicated what percentage of food imports were sampled, nor did they indicate if the sampling 
method was considered representative of Hong Kong’s food imports in general. 

In its report on its first year of operation, Hong Kong’s Centre for Food Safety reported that 
it handled over 550 “food incidents" and over 6,600 “food complaints," but did not provide any 
specific information about the nature or seriousness of these incidents and complaints. Nor did it 
provide data on how many of these events involved imported food or food from China. 

Jspsn'S RBCOrd. Between April and September 2006, the Ministry received 923,968 
shipment notifications of intent to import food products, and conducted inspections on 94,920, or 
10.3% of the shipments. Of the shipments inspected, 629, or 0.7% were found to be in violation of 
Japanese law. 

Problems Continue to Exist. However, as demonstrated by recent anecdotes, 
problems with imported food safety continue to occur on both Hong Kong and Japan. One of the 
most unusual stories involved the sale of fake chicken eggs. According to the several Hong Kong 
newspapers, people were finding that chicken eggs they bought in the wet market were actually 
artificial eggs - complete with shells - made out of various chemicals. By all accounts, the fake eggs 
looked and felt like real eggs, but tasted different and didn’t cook like real eggs. One article described 


“Food Surveillance Results for 2006,” press release, Centre for Food Safety, April 2, 2007. 

“Latest Food Safety Report Released,” press release, Centre for Food Safety, September 27, 2007, 
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how the fake eggs were manufactured and reported that the production cost of making the fake eggs 
was about one-twelfth the retail price of eggs in Hong Kong. 

Another interesting story of unsafe imported foods discovered in Hong Kong involved fish 
fi-om Indonesia sold in a major Hong Kong supermarket.^'* According to the news account, 
ParknShop imported “cod fish” fi-om Indonesia that actually turned out to be oil fish, a distant cousin 
of tuna that looks similar to cod fish. Also known as “blue codfish,” oil fish is considered toxic by 
Australia and Japan because people often complain of severe stomach aches and diarrhea after eating 
the fish. ParknShop removed all the oil fish fiom its stores after receiving complaints, and Hong 
Kong fish traders, restaurants, and businesses agreed to a self-imposed ban on the sale of oil fish in 
the city. 


“Hong Kong Voluntarily Bans Oil Fish after Labelling Blunder at ParknShop,” Channel News Asia, January 
25 , 2007 , 
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In July 2007, prefectural health inspectors in the Japanese city of Maehashi discovered a 
banned synthetic antihacterial drug in broiled eels processed in China.^^ According to the news 
account, the eel was imported into Japan in March by a fish wholesaler in Tokushima and sold to 
vendors in the Kanto region. After the discovery, the Tokushima prefectural government asked the 
fish wholesaler to organize a voluntaiy recall of the fish. Supermarkets and retailers complied with 
the recall, and pulled the eels fi-om their shelves. 

Four Observations from the Experience of Hong Kong and Japan 

Based on the preceding analysis of the experience of Hong Kong and Japan with the import 
of food from Mainland China, CRS offers four, somewhat interrelated key observations. 

First, collaboration generally has been used more than confrontation. Part of the overall 
strategy of Hong Kong and Japanese food safety officials when dealing with Mainland Chinese 
counterparts seems to be to work together to solve the problem of protecting people from unsafe or 
unsanitary food items. For example, Japanese food safety officials often travel to China to meet with 
Chinese officials to share information about Japanese food safety standards, and develop 
“equivalency” standards for Mainland Chinese exports to Japan. These “equivalency'’ arrangements 
are then sometimes transformed into more formal agreements between the two governments. Plus, 
when Japanese inspectors discover a food shipment from Mainland China is tainted or unsanitary, 
Japanese officials have often traveled to China for consultations about the suspect shipment. 

Second, the carrot has been used more than the stick. In their dealings with Chinese 
officials and businesses, both Hong Kong and Japan appear to have adopted an approach of 
providing incentives to cooperate, rather than penalizing failures to comply. For example, in Hong 

’’ Yomiuri Shimbun, July 15, 2007. 
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Kong, the greatest penalty for the import of unsafe food is six months in jail. By contrast, current 
U.S. law sets the maximum penalty at three years in jail. On the flip side, the Japanese food 
importers are frequently willing to pay higher prices for produce and food products from Chinese 
suppliers that have met specified production quality standards - often relying on certification 
procedures jointly developed by the Chinese and Japanese food safety officials - rather than buy 
from less expensive, uncertified suppliers. Similarly, Hong Kong food importers tend to take their 
business back to reliable food vendors with clean records rather than simply buy the lowest price 
produce. 

Third, food safety is not simply a matter of laws and regulations. Another element of the 
Hong Kong and Japanese approach to food product safety is the apparent focus on including the 
private sector in the development and implementation of the food safety program. Both governments 
have standing food safety consultative committees that include representatives of the private sector. 
Among other things, the presence of the private sector on these committees provides a “reality check” 
on proposed policy or regulatory changes. Also, both Hong Kong and Japan seek to create an 
environment where it is in the best interest of the Chinese food producers and exporters, as well the 
Hong Kong or Japanese food importers, to make sure that the imported goods are safe and sanitary. 

Fourth, no system is perfect No matter how well designed the policy or how well the policy 
is implemented, it is impossible to guarantee that every morsel of imported food - whether it is from 
Mainland China or some other location - is 100% safe and sanitary. The Hong Kong and Japanese 
governments have food safety policies in place, but they both continue to experience problems with 
tainted and unsafe imported food products. 

ChSirmsn Stupak, Ranking Member Whitfield, distinguished members of the 

subcommittee, thIs concludes my Statement. Thank you again for the opportunity 

to testify on these Issues, l will be pleased to respond to any questions you 
might have. 
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Mr. Melancon. Thank you, Dr. Martin. We appreciate your tes- 
timony. And I will wait for questioning. 

Mr. Rice, you have a 5-minute opening statement if you would, 
and if you have anything longer, if you would like to submit it. 

STATEMENT OF JAMES M. RICE, VICE PRESIDENT AND 
COUNTRY MANAGER, TYSON FOODS, INC. 

Mr. Rice. Thank you. My name is James Rice, and I am vice 
president of Tyson Foods, Inc. I also served on the Board of Gov- 
ernors of the American Chamber of Commerce in Shanghai. I’ve 
worked with Tyson for the last 31/2 years, but my involvement in 
China began 20 years ago when I was an exchange student from 
the University of California in 1987. In 1991, I returned to China 
and have worked and lived there continuously until now. 

Tyson Foods has a significant export business from the United 
States to China. Of the U.S. poultry industry’s $500 million in ex- 
ports to China this year, Tyson’s share will be approximately $200 
million, and our business is growing at 25 percent a year. China 
is now the largest destination of U.S. poultry exports, and the larg- 
est U.S. exporter to China by dollar value is poultry. Tyson also ex- 
ports cattle hides and pork from the U.S. to China. 

In China, Tyson produces meat and poultry products for both do- 
mestic and export consumption through two joint venture oper- 
ations. We maintain relationships with Chinese poultry companies 
who produce products on our behalf for global customers in Japan 
and in Hong Kong. So I hope to draw from this experience to share 
with you some insights on China’s quality management processes. 

Despite wide news coverage, China does have modern food pro- 
ducers who are able to produce quality products for domestic and 
for export consumption. China’s General Administration of Quality 
Supervision, Inspection and Quarantine, commonly known as the 
AQSIQ, has processes that ensure quality food products are ex- 
ported. The evidence on the ground from what I have seen indi- 
cates that modern manufacturers and the AQSIQ can do their jobs, 
and their processes are improving. 

China has a vital interest in improving its food safety programs 
for many reasons, and the country is learning that national food 
safety assurance systems require time, resources and flexibility to 
accommodate industrial technological changes. For example, the 
AQSIQ is now developing a food recall system, improving labor re- 
quirements and also a traceability system. Another example is Chi- 
na’s Export Food Safety Program, which requires that all export 
food must originate from an AQSIQ-registered plant and be cer- 
tified by a local China inspection and quarantine agency, which is 
the local version of AQSIQ. 

The AQSIQ only authorizes 12,700 of the country’s 450,000 food 
producing companies to export. This list is expanded and shortened 
by the AQSIQ based on the performance of companies, just like the 
USDA maintains a list of authorized meat and poultry exporters in 
the United States. The way it works is that Chinese food proc- 
essors are certified to export. They will notify the AQSIQ when 
they are going to produce for export, and the AQSIQ or CIQ inspec- 
tors will be present during the process. These inspectors will evalu- 
ate the suppliers, the raw materials, the production process and 
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the finished products. Only after this process will they issue a cer- 
tificate for export. It is my understanding that for the most part 
food safety issues we have heard about in the United States have 
come from companies other than those authorized by the AQSIQ. 

Chinese poultry exports to Japan have an additional level of 
quality assurance. The AQSIQ has selected 35 of the best poultry 
producers in China to be eligible to export to Japan. Then Japanese 
Ministry of Agriculture, Forestry and Fisheries, the MAFF, visited 
and certified these plants. They are inspected annually by Japan’s 
MAFF, but it’s the AQSIQ that has responsibility to ensure these 
35 plants meet compliance with both the Japanese import regula- 
tions and also the Chinese export regulations. Today these plants 
operate at a higher level than do their competitors, not only be- 
cause the Japanese customers require it but because the respon- 
sibility for food quality and safety is shared equally and completely 
between the manufacturer, the AQSIQ and the Japanese MAFF. 

When Tyson manufactures products in China, both for domestic 
and for export consumption, we use only these Japanese certified 
suppliers, ensuring that we start with the best suppliers. These 
suppliers and their suppliers are audited regularly by our Amer- 
ican quality assurance manager and we practice at our facility 100 
percent inspection of all incoming raw materials. When Tyson prod- 
ucts are manufactured by our partners, our quality assurance man- 
ager and our American plant manager are in those facilities to en- 
sure the same quality standards are maintained. Our global cus- 
tomers also audit our plants and our suppliers, and the net result 
is that regulators, the manufacturer, and the customers are work- 
ing together to ensure the quality of our products. 

As a brand owner, our job is to be certain that all levels of pri- 
vate and public sector quality assurance work together to identify, 
manage and mitigate all food safety risks. In this way, regulators, 
brand owners share food safety responsibility with foreign regu- 
lators and manufacturers. Not that the responsibility is divided but 
that every entity shares 100 percent responsibility to be sure the 
product is right before it leaves the Chinese plant. 

There’s no question that China plays an enormous role in the 
global economy as both an importer and an exporter of foods and 
many other products, but we need to consider how to work with 
China and make sure that relationship is mutually beneficial. The 
end result is that both countries can implement the same quality 
standards and sell the same high-quality products to both coun- 
tries. 

Thank you. 

[The prepared statement of Mr. Rice follows:] 

Testimony of James M. Rice 

My name is James Rice and I am vice president of Tyson Foods, Inc. and Country 
Manager for Tyson’s China Operations. I also serve on the Board of Governors of 
the American Chamber of Commerce in Shanghai. I have worked with Tyson for the 
last three and a half years. My involvement with China began 20 years ago when 
I was an exchange student from the University of California in 1987. I returned to 
work in China in 1991 and have lived and worked continuously in China ever since. 

Tyson Foods, Inc. has a significant export business from the U.S. to China. Of the 
U.S. poultry industry’s $500 million in exports to China this year, Tyson’s share will 
be approximately $200 million and our business continues to grow at a rate of more 
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than 25 percent a year. China is now the largest destination for U.S. poultry ex- 
ports. And the largest U.S. export to China, by dollar value, is poultry. Tyson also 
exports cattle hides and pork from the U.S. to China. 

Tyson also produces meat and poultry products in China for both domestic and 
export consumption through two joint venture food processing facilities. We main- 
tain relationships with local Chinese poultry companies who produce products on 
our behalf for global customers in Japan and Hong Kong. I hope to draw from this 
array of experience to share with you some insights on China’s quality management 
processes. 

Despite wide news coverage of its challenges, China does have modern food pro- 
ducers who are able to produce quality products for domestic and export consumers. 
China’s General Administration of Quality Supervision, Inspection and Quarantine 
(AQSIQ) has processes that ensure quality food products are exported. The evidence 
on the ground indicates that the modern manufacturers and the AQSIQ can do their 
jobs, and they are rapidly improving their processes. 

china has a vital interest in improving its food safety programs for many reasons, 
and the country is learning that national food safety assurance systems require 
time, resources and flexibility to accommodate industrial and technological 
changes — as well as shifting global demands. For example, the AQSIQ, from what 
I understand, is developing a food recall system, improved labeling requirements 
and a product traceability system. 

Another example is China’s export food safety program, which requires that all 
exported food must originate from AQSIQ-registered plants and be certified by the 
local China Inspection and Quarantine agency, or CIQ. From what I understand, 
AQSIQ only authorizes 12,700 of the country’s 450,000 food companies to produce 
for export. This list is expanded and shortened by the AQSIQ based on the perform- 
ance of the companies, just like the USDA maintains a list of authorized meat and 
poultry exporters in the US. 

The way it works is that Chinese food processors certified to export will notify 
the AQSIQ when they are producing for export, and AQSIQ inspectors will be 
present during the process. They will evaluate the suppliers, raw materials, produc- 
tion processes and finished products. Only after this will a Certificate for Export be 
issued. It is my understanding that for the most part, food safety issues we have 
heard about have come from companies other than those authorized by the AQSIQ. 

Chinese poultry exports for Japan have an additional level of quality assurance. 
The AQSIQ selected the 35 best poultry producers for eligibility to export to Japan. 
Then, Japan’s Ministry of Agriculture, Forestry, and Fisheries (MAFF) visited and 
certified these plants. They are inspected annually by Japan’s MAFF, but it is Chi- 
na’s AQSIQ that is responsible for ensuring these 35 plants’ continuous compliance 
with both the Japanese import standards and the Chinese export standards. Today, 
these plants operate at a higher quality level than do their competitors not only be- 
cause their Japanese customers demand it, but because the responsibility for food 
quality and safety is shared equally and completely by the manufacturer, the 
AQSIQ and the Japanese MAFF. 

When Tyson manufactures products in China — for both domestic and export con- 
sumption — we use only suppliers that are already certified for Japanese export, en- 
suring that we start with the best suppliers. These suppliers, and their suppliers, 
are audited regularly by our American quality assurance manager, and we practice 
100 percent inspection on all raw materials coming into our facility. When Tyson 
products are manufactured by our partners, our quality assurance manager and our 
American production manager are in those facilities ensuring that the same quality 
standards are maintained. Our global customers also audit our plants and our sup- 
pliers. The net result is that regulators, the manufacturer, and customers are work- 
ing together to ensure the quality of our products. 

As the brand owner, our job is to be certain that all levels of private and public 
sector quality assurance work together to identify, manage and mitigate all food 
safety risks. In this way, U.S. regulators and brand owners share food safety re- 
sponsibilities with foreign regulators and manufacturers. Not that the responsibility 
is divided, but that each entity shares 100 percent responsibility to be sure the 
product is right before it leaves the Chinese plant for the United States. 

There is no question: China plays an enormous role in the global economy as both 
an importer and exporter of foods and many other products. We need to consider 
how we work with China to be sure our relationship is mutually beneficial. The end 
result will be that both countries can implement the same quality standards, and 
guarantee that high quality products could be sold to consumers in both countries. 



69 


Mr. Melancon. Thank you, Mr. Rice. Appreciate your testimony. 
Mr. Green, would you like to entertain some questions? 

Mr. Green. Thank you, Mr. Chairman. Mr. Rice, in your testi- 
mony, you stated that Tyson manufactures products in China and 
uses only suppliers that are already certified for Japanese export. 
Do you pay a premium for that? 

Mr. Rice. Yes. The purchasing of raw meat from a Japanese cer- 
tified supplier will cost us about 20 to 30 percent more than any 
other uncertified poultry company. 

Mr. Green. I know there are lots of other companies that import 
from China. Do you know any of the other companies that make 
that determination to only use the Japanese export certification? 

Mr. Rice. No, I don’t. It’s our policy because we want to start 
with the higher quality. I don’t know about the other guys. 

Mr. Green. You state that 35 poultry producers are eligible to 
export to Japan, these producers selected by China’s AQSIQ. Do 
you know how many of these 35 plants actually export to Japan? 

Mr. Rice. All 35 of them. 

Mr. Green. All 35 are eligible. How many actually do? 

Mr. Rice. All 35 plants actually export to Japan. 

Mr. Green. I’d like to ask about the quality control in China. Is 
it possible to use manufacturing processes with application of 
Western standards in Chinese production? 

Mr. Rice. Yes. For our plant, and I’m sure for many American 
companies, we use the same processes that we use in the United 
States. 

Mr. Green. And is it possible to use the same quality internal 
mechanisms that are here in the United States? 

Mr. Rice. Yes. 

Mr. Green. Is it possible to use the same HACCP programs in 
China? 

Mr. Rice. Yes. Our plant uses this. 

Mr. Green. Can you explain the importance of producers using 
those HACCP programs? 

Mr. Rice. Can I explain the what? I didn’t understand the ques- 
tion. 

Mr. Green. The importance of the producers using those pro- 
grams. 

Mr. Rice. Well like I say, it works for us. It’s a proven process. 
It’s one of many quality control tools that you can use in your 
plant. And for Tyson, we use it in all of our facilities. So it’s very 
successful for us. 

Mr. Green. Since you’re on the Board of Governors, American 
Chamber of Commerce in Shanghai and you have contact with 
other counterparts, I would assume, and do other firms in China 
operate — American firms use that same quality control practices? 
Or I know you said earlier your competitors, you don’t know what 
they do. But you know what you do. Do you know of any other com- 
panies that, for example, just in talking with your other members 
of the Chamber? 

Mr. Rice. Yes. I believe that most of my counterparts are using 
the same quality standards. And I think that is the case for any 
consumer products company that’s using their brand. And I think 
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you will want to protect your brand by using your same quality 
standards that you have in the United States. 

Mr. Green. You told the staff that good manufacturing processes 
can be summed up in one phrase, inspect what you expect. 

Mr. Rice. That’s right. 

Mr. Green. And could you elaborate on that? 

Mr. Rice. That, I was speaking in the context of when you’re 
using third-party plants to manufacture your products. In some 
cases where we use a copacker. And in this case if you want high 
quality results, you have to put people on the ground to make sure 
you do it. When we run products at a facility that we work with 
that we don’t own, in that case I have five quality control people 
from my plant there to be sure that that’s the right product. 

Mr. Green. And in China — I know, Mr. Chairman, we’re talking 
about food today. But it seems like with the other jurisdiction in 
our committee, on the toys and with Mattel, it would seem like 
that would have been a good example for maybe some of our prod- 
uct manufacturers other than food to use that if they inspect what 
you expect. So it would seem like they would check the paint that 
they would use on those toys even before they bring them over. 

Thank you, Mr. Rice. 

Mr. Rice. Thank you. 

Mr. Green. I yield back my time, Mr. Chairman. 

Mr. Melancon. Thank you, Mr. Green. Mr. Burgess, did you 
have some questions? 

Mr. Burgess. Yes. Thank you. Dr. Martin, on the issue of the 
safety record in Hong Kong and Japan, I think you referenced 0.3 
failure rate and 0.6 failure rate for each of those countries respec- 
tively. Or I may have got that backwards. And I will just preface 
this by saying any time that you have me up here talking about 
statistics, it’s a bad day for me and whoever I’m talking to. But 
since this is the subject we’re on, and you heard the discussions 
that I had with the previous panel, I guess my question to you is, 
at this point from your testimony and your observation, your study 
of the two systems in Hong Kong and Japan, we can kind of get 
an idea of how strict they are, but do we really have an idea of how 
good they are? That is, do we know if they in fact are detecting, 
and you reference it in your testimony, it’s difficult to prove a nega- 
tive. Do we know that they were only getting the very best prod- 
ucts coming in to them because after all, they’re Japan and Hong 
Kong and they’re going to look real hard? Or is this the normal 
stream of products that would go to any importer and this is the 
failure rate that’s discovered from just the native stream of ex- 
ports? 

Mr. Martin. The figure 0.3 percent was from Hong Kong for 
2006; 0.6 was in 2007, the most recent 2-month period in Hong 
Kong. In Japan 0.7. As far as I could ascertain, USDA and the 
FDA do not come out with a comparable figure. And you do have 
statistical problems in coming up with comparable figures. But I 
think you’re putting your finger on a very important issue, which 
is when you are looking at a large population, you’re taking out a 
select sample from it, inspecting those and then finding out an inci- 
dent rate in which they failed to meet whatever your standards 
are. Are you representative of the population in general? Can you 
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extrapolate from the smaller sample to the larger one? And as you 
were asking earlier, yes, there are statisticians out there that could 
give you that information. But then the question becomes, is that 
the result you want? In other words, if you find out that 0.3 per- 
cent of the subpopulation is indeed representative of the overall 
population, of all the goods coming in you’re effectively saying that 
0.3 percent of the shipments coming into your country from a loca- 
tion, from an area, from a company, whatever the case may be, are 
tainted or unsafe. 

So then the other question gets to, if I understood earlier, what 
kind of goals do you have for your sampling technique? Last com- 
ment on this then is, my sense from the Japanese and Hong Kong 
system is that because they’re using a preferential system of deter- 
mining which shipments to sample, that they anticipate that the 
incident rate in the subpopulation, sample population is higher 
than the overall shipment level. So it sets sort of an upper bound 
of the theoretical number of unsafe shipments coming into Japan 
and Hong Kong. 

Mr. Burgess. So that is a knowable number, or a range of num- 
bers. 

Mr. Martin. It’s a knowable number for that population. 

Mr. Burgess. For that year? 

Mr. Martin. For that year and that time. 

Mr. Burgess. That underscores the complexity of all this. And 
you heard some of my earlier comments. I guess my frustration sit- 
ting here as a Member of Congress ostensibly with oversight over 
the agencies that are responsible for ensuring the safety of the Na- 
tion’s food supply is we get recall, recall, recall, product safety vio- 
lation, product safety violation, product safety violation. We don’t 
have the red button on the conveyor belt that we can hit and stop 
and then go back and do these statistical analyses to find out 
where the problem is and how to correct the problem. Right now 
we’re just sort of at the receiving end of all this either spoiled, 
tainted, food, junk, toys, whatever it is. And even from the stand- 
point of the toys, although that’s not the — what we’re dealing with 
today, you’ve got to imagine that this conveyor belt dumping all 
these lead-based toys in our country, what are we going to do with 
them? And Mattel couldn’t really answer the question of what 
they’re going to do with them. With spoiled fish it’s a little bit dif- 
ferent. But it is still the same point, how can we as legislators — 
and this is what I’m struggling with and I don’t think Chairman 
Dingell’s bill has gone quite the direction I would like to see it go. 
How do we put that stop button on the conveyor belt and say, don’t 
do this anymore until we figure out what’s going on? 

Mr. Martin. I can’t comment on the particular specific legisla- 
tion before you. But what I could say is in the case of Hong Kong 
and Japan, what they appear to be using is a tiered approach. They 
try to, to a certain extent if I may, export the issue of monitoring 
evaluation certification to the exporting entities, the exporting com- 
panies as well, to make sure that the products that are coming in 
are to a certain extent safe. Then they go through a rigorous in- 
spection procedure, again to make sure at a second step that the 
products are safe. And then in the case of both Hong Kong and 
Japan, internal to the country you have inspectors that are going 
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around — there’s a recent case in Japan where they pulled some eels 
off the shelf — and this in my testimony — found out that there was 
an unsafe level of pesticide in it, and pulled all the fish off the 
shelf So the process that seems to he used, the method that’s being 
used in Hong Kong and Japan is, you don’t just check once, you 
check twice, you check three times. And I believe if I may, from the 
testimony that Mr. Rice is indicating, and also what I tried to indi- 
cate in my written testimony, you also have this going on in a par- 
allel process in the private sector. They’re checking once, they’re 
checking twice, they’re checking three times. 

Mr. Burgess. That brings us to our next point. Mr. Rice, maybe 
you can weigh in on this as well. If you find at the endpoint, oh, 
my gosh, there has been a problem, what is the mechanism that 
you have or that you need. Dr. Martin, to be able to say stop, let’s 
go back to square one and see where the problem is because we 
definitely have a problem. And not just continually read about it 
in the Wall Street Journal or the New York Times over and over 
and over again. 

Mr. Rice. Well, in the case of my plan we have traceability. So 
we keep records of all incoming raw materials and what batches 
they were made into so we can pull it back. 

Mr. Burgess. If I may interrupt for a second. You can trace it, 
but can you stop it once that hits the news wires, once that hits 
the public consciousness that once again we’ve got a tainted prod- 
uct coming in from the People’s Republic of China? Can you stop 
it? 

Mr. Rice. I can’t stop the news, but I can stop my product. 

Mr. Burgess. You can stop your product and go back and inves- 
tigate why the problem occurred? 

Mr. Rice. Yes. 

Mr. Burgess. Why do you suppose we’re not seeing that process 
followed? Why are we not seeing the conveyor belt stopped, the in- 
spections done and the problem solved? Why do we have to keep 
having the same news stories over and over and over again? 

Mr. Rice. I don’t know. You have to have traceability to some ex- 
tent so you can trace where your product goes and where it came 
from. 

Mr. Stupak. [presiding]. Thank you. Mr. Melancon for questions, 
please. 

Mr. Melancon. Thank you, Mr. Chairman. 

Mr. Rice, does Tyson export from the United States foodstuff? 
Pork, chicken? 

Mr. Rice. From the U.S., yes. 

Mr. Melancon. The standards by which they meet, is it that the 
use for export from the United States to other countries, is it the 
same that we use for domestic production and sales? 

Mr. Rice. Yes. Same plants. 

Mr. Melancon. The imports to other countries from your plants 
around the world, are they the same standards as you would do in 
the United States, say, from China to Hong Kong or to Japan? 

Mr. Rice. No, they can be different. 

Mr. Melancon. They can be different. Is there some cost dif- 
ferences that makes some tremendous amount of difference that 
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you couldn’t have it uniform across your operations around the 
world? 

Mr. Rice. Well, every country is different. So it is hard. We have 
specific plants in the U.S. whose products might go to China, in 
other plants it would go to Russia. So we keep them separate. But 
you couldn’t make one product applicable to the whole world. 

Mr. Melancon. Poultry, are we a net importer or exporter? 

Mr. Rice. Exporter. 

Mr. Melancon. And for Japan for poultry? 

Mr. Rice. Japan is an importer. 

Mr. Melancon. China? 

Mr. Rice. China imports from the United States poultry and ex- 
ports to Japan poultry. 

Mr. Melancon. So they buy some of our chicken and send it over 
there. 

Mr. Rice. From the United States we export mostly chicken paws 
and wing tips. And China is exporting leg thighs to Japan. 

Mr. Melancon. I have been to Eastern Market and am still try- 
ing to figure out what they do with those chicken paws. 

Mr. Rice. I have eaten one and I sell the rest. 

Mr. Melancon. I think I’d grind them all and sell them. I guess 
what I’m trying to figure out is what complications is there to try 
and have one standard for a company such as Tyson so that when 
we know we get product from say Japan or from China coming into 
this country, poultry product, that it would be the same or the 
equivalent of what we would ship out of this country or consumed 
in this country? Is it that complex a problem that it couldn’t be 
standardized to those expectations, because of the nature and the 
size of your company for instance? 

Mr. Rice. Well, the best for us would be the USDA equivalent. 
That’s the product we ship out. 

Mr. Melancon. So USDA basically does keep monitoring pretty 
well your products? 

Mr. Rice. Right. 

Mr. Melancon. But does FDA have any authority or jurisdic- 
tion? Or do they monitor or check any of your outgoing or incom- 
ing? 

Mr. Rice. Not that I know of. But I don’t work in the United 
States. 

Mr. Melancon. But you are glad to be home? 

Mr. Rice. Yes. 

Mr. Melancon. Am I’m going looking to see if I have any other 
questions, Mr. Chairman. 

Mr. Stupak. Thank you, Mr. Melancon. Mr. Rice, besides poultry, 
any other products you produce in China? 

Mr. Rice. We are minority owner of a pork processing plant, but 
we don’t export from there. 

Mr. Stupak. You indicated you use poultry. You obtain them 
from Japanese certified farms, right? 

Mr. Rice. Right. 

Mr. Stupak. Are there other countries that have certified plants 
or farms in China, Korea or 
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Mr. Rice. Korea has certified plants. Singapore has certified 
plants, so does Malaysia. And I believe the European Union is 
working on something. 

Mr. Stupak. And the U.S. doesn’t have any certified plants? 

Mr. Rice. Not that I know of. 

Mr. Stupak. Do you use other certified plants then for poultry 
or just the Japanese ones? 

Mr. Rice. We use just the Japanese ones. 

Mr. Stupak. Have you considered using any other country farms 
there? 

Mr. Rice. Well, I have. But there’s less quality control systems 
in place in those plants. So I would have a higher risk if I did so. 

Mr. Stupak. Is it fair to call them poultry farms? 

Mr. Rice. Yes. 

Mr. Stupak. Is the feed used in that poultry farm and all other 
things used, is it all generated from China internally or do you 
bring it in from Japan or the United States, the feed and other 
medicines and things like this you’d use? 

Mr. Rice. It’s domestically sourced. 

Mr. Stupak. In China? 

Mr. Rice. Yes. 

Mr. Stupak. So those sources would also have to be certified 
then for feed and everything else? 

Mr. Rice. Yes. And for Japanese plants, for sure, because they 
have different requirements on residuals. 

Mr. Stupak. You, Tyson, have been there for how long, 20 years? 

Mr. Rice. I have been there 20 years. I think Tyson’s been there 
about 5. 

Mr. Stupak. So this agreement they use with the Japanese for 
the company of Tyson just came about in the last 5 years? 

Mr. Rice. Yes. The Japanese certification process began about 3 
or 4 years ago. 

Mr. Stupak. And that’s because of an outbreak of illness they 
had in Japan, right? 

Mr. Rice. That’s because of China’s outbreak of avian influenza. 

Mr. Stupak. They didn’t want to give it to Japan, so that’s why 
they used the certification? 

Mr. Rice. Right. 

Mr. Stupak. Any reason why that certification would not work 
with the U.S.? Any reason why the U.S. could not go and certify? 

Mr. Rice. I don’t believe so. I don’t know why it wouldn’t work. 
It’s at least a good starting point to consider how to manage that 
process. 

Mr. Stupak. Mr. Martin, if I may, and Dr. Martin, thanks for 
being here. How do they determine whether specific farms and pro- 
duction facilities in China meets Japanese safety standards and 
thus able to export? How do they do that? 

Mr. Martin. Basically through a process whereby Japanese offi- 
cials go over to China, meet with Chinese counterparts. They go 
out to the facilities and inspect it jointly. 

Mr. Stupak. Does Japanese have people permanently stationed 
in China? 
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Mr. Martin. They don’t have people permanently stationed there 
as far as I understand, hut they have people who will go over there 
and check out facilities. 

Mr. Stupak. When does Japan inspect food shipments from 
China? 

Mr. Martin. When do they physically inspect the shipments? 

Mr. Stupak. Right. 

Mr. Martin. Japanese officials will inspect it when it arrives in 
Japan at the port. They will make a determination on whether or 
not that food shipment will he selected for inspection. 

Mr. Stupak. And you said there’s three layers of inspections, 
right? 

Mr. Martin. Correct. 

Mr. Stupak. First comes in 

Mr. Martin. The first is not done by Japanese officials. They’re 
basically relying on the Chinese system. And part of which Mr. 
Rice explained. The second part is when it comes into port and is 
clearing customs or is being brought in. If that particular shipment 
is selected for inspection, it goes to a quarantine center. There’s 31 
of them I understand in Japan where it will go through a physical 
inspection. If it passes the inspection, then it’s released. The im- 
porters can take the shipment and then it goes into the market of 
Japan. But at that point, municipal authorities are prefectural em- 
ployees. The equivalent of some state here will then inspect on the 
shelves on a regular basis. 

Mr. Stupak. In the testimony from our previous panel of our in- 
vestigators here from the committee, we’re talking about China’s 
certification process. Japan doesn’t rely on China’s certification. 
They have their own certification process, is that correct? 

Mr. Rice. Japan,only for the poultry plants. 

Mr. Stupak. Right. 

Mr. Rice. For the 35 poultry plants that ship to Japan, the Japa- 
nese have certified their process. But when the product is shipped, 
AQSIQ is validating that was compliant with the Japanese law. 

Mr. Stupak. The point I was trying to get at, from the testimony, 
it looked like the Deputy Minister Wei was telling our group that 
if you just rely upon our system, it would all work. You would not 
have the problem with the melamine as you had because it wasn’t 
certified by us. It was certified — but it sounds like there’s — I 
wouldn’t say a lack of trust but maybe a double checking or a check 
and balance system. Not only do you rely upon the Chinese system 
but you have your own certification. Japan has its own certifi- 
cation, or I should say inspection and certification. And even 
though China may have other certified farms, poultry farms, you 
rely upon the ones the Japanese have inspected and you inspect. 
Is that correct? 

Mr. Rice. That’s correct. If you can understand it as, of all food 
processors in China, if you rely on that system, your universe of 
food companies that could be shipped to you is 450,000. So it’s this 
big. If you rely on the AQSIQ system, that shrinks to 12,700. And 
in the case of the Japanese, they can shrink that to 35. 

Mr. Stupak. And then the premium you said was 30 percent 
more. 

Mr. Rice. It can be 20 to 30 percent more for price. 
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Mr. Stupak. What would that mean for the average consumer, 
do you think? Just use your own product. 

Mr. Rice. Because that’s not 100 percent of the cost of a product, 
it could mean a 10 percent to 15 percent increase in pricing. 

Mr. Stupak. Of the product? 

Mr. Rice. Right. 

Mr. Stupak. Each country can create its own food safety stand- 
ards for Chinese imports. My impression is Japan has one set of 
standards, Hong Kong has another, and Russia has another you 
mentioned. Everyone has a different standard. You are shaking 
your head yes, right? 

Mr. Rice. Yes. I’m sorry. 

Mr. Stupak. That’s all right. I think my time’s expired. Mr. Bur- 
gess, Mr. Whitfield, questions? 

Mr. Whitfield. Thank you, Mr. Chairman. I’m sorry I missed 
you all’s testimony a few minutes ago. 

But Dr. Martin, let me just ask you, what was your methodology 
in gathering information about the food safety systems in Japan 
and Hong Kong? 

Mr. Martin. Multiple systems. Hong Kong specifically, I lived 
there for an extended period of time. I continue to have contacts 
there. I worked there for a number of years. Similarly, I lived in 
Japan for a period of time and continue to have contacts back 
there. I also do have the standard contact with the Japanese Em- 
bassy here and the Hong Kong Economic and Trade Office here for 
asking for information, checked out scholarly materials on the in- 
formation, looked at publications coming from U.S. Government 
agencies as well as other agencies, the Japanese agencies and the 
Hong Kong agencies overseas. I also checked the press and the 
media for information that’s available. Basically as wide a search 
of materials as I could. 

Mr. Whitfield. And from your knowledge of the Japanese food 
safety system and the Hong Kong food safety system, are there any 
lessons that FDA could take from those two systems that could 
help improve its food safety system? 

Mr. Martin. I wouldn’t use the word “lessons.” That would be an 
issue for them to make the determination of whether they see 
value or merit in a particular idea. What I tried to indicate in the 
written report, as well as my oral testimony, is that they seem to 
have methods that they find — Hong Kong and Japan that is — that 
they find to be effective in making or getting a reasonable level of 
surety of the safeness of the food that they’re importing from 
China. 

And if you wish, could I specify, basically 

Mr. Whitfield. Yes. Just go over a few. 

Mr. Martin. Well, one of them goes back to a point that I saw 
or I heard in Mr. Stupak’s question, which is when they find an 
incident, when there is a particular shipment that seems to be 
problematic, the response both in Japan and Hong Kong is to con- 
tact their counterpart in mainland China. And in both systems 
they are trying to develop a very rigorous traceability process. 

For example, all pork coming from mainland China into Hong 
Kong right now has a radio frequency ID tag on it. So they know 
exactly where that came from, which farm in mainland China that 
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came from. What they do is they go back to the mainland authority 
and say, we have a problem here. It’s generally framed in the 
terms, we have a problem here. How did this happen? How can we 
prevent it from happening again? So the approach is, we have a 
shared problem. Go back over. Go back through the system. Find 
out where it broke down in this three-tiered process and fix it. 

Mr. Whitfield. Right. 

Mr. Martin. So that would be one example of an observation of 
the approach in common in Hong Kong and Japan. 

Mr. Whitfield. Now Mr. Rice, you indicated that Tyson exports 
from the U.S. to China poultry product, correct? 

Mr. Rice. Yes. 

Mr. Whitfield. Now is that the whole chicken or is that chicken 
parts? 

Mr. Rice. It’s chicken paws and wing tips mostly. 

Mr. Whitfield. Chicken paws and wing tips. Yet you have facili- 
ties in China where you produce chickens as well, is that correct? 

Mr. Rice. In China we don’t grow chickens but we buy raw chick- 
en meat from other producers and we make further processed prod- 
ucts, like nuggets or patties. 

Mr. Whitfield. And you export that from China to 

Mr. Rice. To Japan and mostly to the domestic market in China. 

Mr. Whitfield. All right. And based on your experience do you 
feel that food can safely be imported from China to the U.S.? 

Mr. Rice. If the universe of exporters was narrowed down to 
AQSIQ-certified plants and they’re inspected, I believe the Chinese 
can do it. 

Mr. Whitfield. And well, Mr. Chairman, I see that my time is 
just about expired. I want to thank you all for being with us today. 
We appreciate you taking time to give your expert advice. Thank 
you. 

Mr. Stupak. Further questions? Mr. Melancon. 

Mr. Melancon. And I’m not sure. But maybe Dr. Martin or Mr. 
Rice had experience. 

I’m hearing that China can monitor its exports when the import- 
ing countries require it. But the U.S. obviously doesn’t demand 
this, which kind of makes me wonder, if Hong Kong, Japan and 
even the European Union don’t allow tainted food, where does this 
tainted food go when they turn it down? 

Mr. Martin. In the case of Hong Kong and Japan, Japan will de- 
stroy tainted food that they capture and is quarantined in the test- 
ing process. And Hong Kong, I believe they also destroy the food. 

Mr. Melancon. If it goes to the European Union, do you know? 

Mr. Martin. I don’t know about the European Union. 

Mr. Melancon. I’m of the understanding, at least on seafood, 
that they just ship it to another country, like the United States, 
that doesn’t have the requirements. 

Mr. Martin. I couldn’t comment on the European Union practice. 

Mr. Melancon. Maybe somebody could look into that. It goes 
back to that ad that I was shown for a company that’s online that 
says, if you’ve got FDA-rejected food or if you’ve got food that’s 
been rejected for importation, contact us, which tells me they’re 
sending it someplace. Sort of like Mr. Burgess. I’m not sure who 
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got those lead-tainted toys, but I’m sure somebody’s going to get 
them. They’re not just going to disappear. 

But thank you. I yield back my time. 

Mr. Stupak. Mr. Burgess, anything? 

Mr. Burgess. Thank you, Mr. Chairman. If I could, Mr. Rice. By 
an accident of marriage, I have family in Arkansas and so from 
time to time will travel in Arkansas and will see a lot of your com- 
pany’s logos. And the chicken-growing facilities that are licensed by 
Tyson seem to be pretty secure sites. You can’t just wander into 
one. You have to be there for a reason. There seems to be a lot of 
reproducibility of the types of chicken houses and how they’re con- 
structed. So obviously your company goes to great pains to make 
sure that the product that is grown in our country meets their 
standards and presumably that is also product that’s available for 
export now. You mentioned in response to a question that in China 
you don’t grow your own chickens, but you do buy some raw mate- 
rial for export. And in your written testimony you say you practice 
100 percent inspection on all raw materials coming into our facility. 
Can you kind of just give us a quick sketch of what that inspection 
comprises? 

Mr. Rice. Yes. Well, you are talking about our biosecurity, which 
is keeping the security clear so you can’t contaminate your chick- 
ens with wild birds or other humans. And that exists in China and 
in the United States. When I was talking about the raw materials 
that we use to manufacture our products inside China, inside our 
plants, are raw chicken meat, flour, breading, oil and these things. 
And for everything that comes into our facility, we visually inspect 
it and we also test for residuals and chemicals. So I have eight full- 
time employees in a plant of 250 that only inspect incoming raw 
materials. So we want to be sure that 100 percent of what comes 
in is right before we make our product. 

Mr. Burgess. Now, do you ever find any problems? 

Mr. Rice. Yep, we do. That’s why we keep that level of inspec- 
tion. 

Mr. Burgess. When you find a problem, do you communicate 
that to say the U.S. authorities so that they know to be on the 
lookout of similar products in other facilities? 

Mr. Rice. No, we don’t. Because these are local Chinese suppli- 
ers, and we are making product mostly for the Chinese market. So 
we would go straight to our supplier with our quality assurance 
team and inspect their facility and then look for why that problem 
came. 

Mr. Burgess. But there would be no dialog with, say, someone 
else who may be serviced by that same supplier to look out for the 
bad stuff that’s in these chicken wing tips or whatever it is we’re 
selling? 

Mr. Rice. No. But Tyson does not source raw materials from 
China at this time. 

Mr. Burgess. If you see a persistent problem coming from one 
supplier, what do you do to identify or do you identify that supplier 
to other companies or to U.S. authorities, to boy, be on the lookout 
for these guys. 

Mr. Rice. No, we would not. But we would stop using that sup- 
plier and switch to a new one. 
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Mr. Burgess. The only clue that our guys, who are also over 
there tasked with making sure that products that come into this 
country are safe is that, hey, Tyson’s is giving these guys the cold 
shoulder. Mayhe we ought to look at other stuff coming out of their 
facility. 

Mr. Rice. There is no formal way to notify. 

Mr. Burgess. There is no formal way? 

Mr. Rice. No. 

Mr. Burgess. Not even as just an internal company policy, hey, 
if we find a bad problem, we’re going to blow the whistle here and 
notify others? 

Mr. Rice. No. There’s no procedure for that. 

Mr. Burgess. Dr. Martin, if I could ask you, I mean, in response 
to when you elaborated on the answer to Mr. Whitfield’s question. 
You talked a little bit about some of the same issue about Hong 
Kong and Japan tracking problems if they identify problems. Is 
that not correct? 

Mr. Martin. Yes. That’s common specifically in the case of the 
pigs or pork coming in from mainland China, yes. 

Mr. Burgess. So they do, they do keep some track of if there are 
persistent problems, it heightens their own internal security. But 
do they communicate with anyone else? 

Mr. Martin. Outside of Hong Kong, the Hong Kong Government 
and Japanese Government with mainland counterparts? 

Mr. Burgess. Yes. 

Mr. Martin. I do not know specific examples where the Hong 
Kong-Japan Government have contacted a fourth party, that is to 
say somebody other than mainland China, about the problem. 

Mr. Burgess. So they would not contact another foreign govern- 
ment, say, hey, if you’re getting pig’s feet from amalgamated pig’s 
feet farm in wherever China, this is a problem for us and it may 
be a problem for you? 

Mr. Martin. The example you are giving is of a specific farm and 
a particular problem. I do not know of any particular case where 
they would do that. They do hold international meetings where 
they discuss common problems, we are noticing that a high per- 
centage of this particular food product coming from mainland 
China is problematic; where is the source of the problem coming 
from? 

Mr. Burgess. So in general, there is discussion about where the 
hotspots are, where the problems are, is that correct? 

Mr. Martin. My sense of it from looking at the proceeds from 
those meetings, it tends to be at the technical level and on the 
product level. That is to say, we have a problem product that has 
this technical problem that comes up time and time again. I sus- 
pect on the next panel with USDA and FDA, they can, probably 
specifically talk about events of that sort because I am sure that 
they have had some in mainland China and in Hong Kong. 

Mr. Burgess. There would at least be a route for the authorities 
in this country to be notified of a problem that has occurred and 
is persistent? 

Mr. Martin. Yes, there are avenues of communication, sure. 

Mr. Burgess. But there is not a specific obligation to say, hey, 
this is trouble. 
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Mr. Martin. There’s nothing under current Japanese or Hong 
Kong law that requires those agencies to notify the international 
community it’s a problem. 

Mr. Burgess. Thank you, Mr. Chairman. 

Mr. Stupak. Thank you, Mr. Burgess. Mr. Rice, does Tyson no- 
tify the Japanese officials if they find a problem with one of their 
suppliers, something coming into your plant? 

Mr. Rice. No. 

Mr. Stupak. But you receive your product from Japanese-cer- 
tified suppliers? 

Mr. Rice. That’s correct. 

Mr. Stupak. Why wouldn’t you notify them? 

Mr. Rice. Because we’re talking about isolated shipments where 
we might find foreign, foreign objects like hair or a piece of wood 
or something like that. 

Mr. Stupak. What if it was a chemical that shouldn’t be 

Mr. Rice. Then we would notify the AQSIQ. And one process 
that might help, such a company would end up on the blacklist of 
the AQSIQ, which would be available publicly to all countries. 

Mr. Stupak. Well, yes, would the AQSIQ, whatever it is there, 
are they required to pass it down to the Japanese or just publish 
it? 

Mr. Rice. I don’t know what the agreement is between AQSIQ 
and MAFF. 

Mr. Stupak. The growers or suppliers that you use, do they sup- 
ply exclusively to Tyson and to Japan or can they — other countries 
or other processors like yourself? 

Mr. Rice. They would supply to multiple customers who would 
be part of their business. In general it’s not more than 10 or 20 
percent of their business is Japan and the rest would be a domestic 
market. It could be Southeast Asia or Korea as well. 

Mr. Stupak. We’ve indicated throughout this testimony that in 
Japan I think they inspect about 15 percent. U.S., it’s less than 1 
percent. Is there a number you think would be appropriate, 5 per- 
cent, 15 percent, 25 percent of the food products coming into this 
country should be inspected? 

Mr. Rice. I would not know that. 

Mr. Stupak. Dr. Martin, any guess on that? 

Mr. Martin. I couldn’t give you a number. But what I would say 
is that my anticipation is that a statistician would ask you what’s 
your goal or objective. 

Mr. Stupak. Mr. Rice, you said you have eight lab people or in- 
spectors out of 250. What percentage of your budget is for safety, 
for inspection, for going to that farm to make sure things are right? 
Can you give me an estimate? 

Mr. Rice. I would guess it’s between 3 and 4 percent. 

Mr. Stupak. Does Tyson use carbon monoxide when you ship any 
of the poultry? 

Mr. Rice. No, we do not. 

Mr. Stupak. No further questions. Thank you. Dr. Martin. 
Thank you, Mr. Rice. Thank you for your testimony. It was very 
helpful. 

We’ll dismiss this panel and call up our third panel of witnesses. 
We have Dr. David Acheson, Assistant Commissioner for Food Pro- 
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tection at the Food and Drug Administration; Ms. Margaret Glavin, 
Associate Commissioner for Regulatory Affairs at the Food and 
Drug Administration. They’re accompanied by Mr. Michael Rogers, 
Director of Field Investigations Division at the FDA; Mr. Domenic 
Veneziano, Director of Import Operations and Policy at FDA; and 
Mr. Donald Kraemer, Deputy Director of the Office of Food Safety 
and the Center for Food Safety and Applied Nutrition at the FDA. 

We also have Dr. Richard Raymond, who is the Under Secretary 
for Food Safety at the U.S. Department of Agriculture. Dr. Ray- 
mond is accompanied by Dr. Bill James, who is the Deputy Assist- 
ant Administrator for International Affairs at the USDA Food Safe- 
ty and Inspection Service. 

It’s a policy of this subcommittee to take all testimony under 
oath. Please be advised that our witnesses have the right under the 
rules of the House to be advised by counsel during their testimony. 
Do any of you wish to be represented by counsel? Everybody indi- 
cating they do not, so we will move forward. Please rise and raise 
your right hand to take the oath. 

[Witnesses sworn.] 

Mr. Stupak. Let the record reflect the witnesses have replied in 
the affirmative. They are now under oath. 

We will now hear a 5-minute opening from the witnesses, and 
they may submit a longer statement for inclusion in the hearing 
record. 

Mr. Stupak. Dr Acheson, would you like to start for an opening 
statement? 

STATEMENT OF DAVID W.K. ACHESON, M.D., ASSISTANT COM- 
MISSIONER, FOOD PROTECTION, FOOD AND DRUG ADMINIS- 
TRATION, U.S. DEPARTMENT OF HEALTH AND HUMAN SERV- 
ICES 

Dr. Acheson. Good morning, Mr. Chairman and members of the 
subcommittee. I am Dr. David Acheson, Assistant Commissioner 
for Food Protection at the U.S. Food and Drug Administration. 
FDA Commissioner Andrew von Eschenbach has appointed me to 
this new position to provide leadership on strategic and substantive 
food safety and food defense matters. 

Thank you for the opportunity to discuss the important issues re- 
lating to the safety of imported food. FDA regulates everything 
Americans eat except for meat, poultry and processed egg products, 
which are regulated by our partners at the Department of Agri- 
culture. The agency’s committed to ensuring that the Nation’s food 
supply continues to be as safe as possible. 

In recent years FDA has done a great deal to detect and prevent 
both unintentional and deliberate contamination of imported prod- 
ucts. But we continue to face many significant challenges to food 
safety, including changes in consumer expectations, changes in pro- 
duction, manufacturing and processing techniques, increased 
globalization and terrorism. 

One of the major issues we face is the rapidly increasing level 
of food imports. Currently FDA oversees more than 9 million line 
entries of imported food annually. Shipments of food represent 
about 60 percent of FDA regulated imports. We’re looking to en- 
hance product safety by broadening our knowledge and applying 
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enhanced risk-based criteria to the entire life cycle of imported 
products. 

The President is engaged directly in the effort to ensure that 
FDA and other agencies are doing everything we can to protect 
Americans from unsafe imports. On July 18, the President issued 
an Executive order creating a Cabinet level Working Group on Im- 
port Safety, which I will discuss in more detail later. 

My priority assignment as Assistant Commissioner is to coordi- 
nate the development of a new Food Protection Strategy. This will 
enhance our food safety and food defense systems by addressing 
the challenges we face. The Food Protection Strategy will be com- 
prised of three fundamental elements: First, a proactive prevention 
strategy to build safety in from the start; second, risk-based inter- 
ventions to ensure preventive approaches are effective; and, third, 
rapid responses when contaminated food is detected or when 
there’s harm to humans or animals. This integrated approach will 
build on existing partnerships with industry, other regulators and 
consumers and fully utilizes advances in technology. 

FDA’s overall goal is to ensure a comprehensive and robust food 
safety and food defense program that will provide the level of food 
protection American consumers expect. With regard to imports, we 
need a fundamental shift from the current model that relies on 
snapshots at the border to a cost-effective prevention focused model 
that identifies and targets those steps in the life cycle of imported 
food where the risks of unsafe products are greatest. 

This model is consistent with the President’s Interagency Work- 
ing Group on Import Safety. The working group includes members 
from 12 Federal departments and agencies, and its mission is to re- 
view the procedures, regulations and practices under which we 
manage the safety of all imported consumer products. The Sec- 
retary of Health and Human Services, Michael Leavitt, chairs the 
working group and FDA plays a key role. 

Secretary Leavitt and Commissioner von Eschenbach have trav- 
eled extensively throughout the United States during the past few 
months. The insights that they’ve gained during their reviews 
helped shape the strategic framework that was released by the 
working group on September 10. That report outlines an approach, 
like FDA’s Food Protection Strategy, that’s based on the organizing 
principles of prevention, intervention and response. 

With respect to the recent well-publicized issues with regard to 
the safety of imported products from China, FDA’s conducting a se- 
ries of meetings with Chinese officials to negotiate memoranda of 
agreements aimed at creating a framework to help assure the safe- 
ty, quality and effectiveness of products exported from China to the 
U.S. The agreements also aim to increase cooperation and informa- 
tion sharing between the regulatory bodies of the two nations with 
a goal of strengthening China’s regulatory process. These negotia- 
tions are ongoing, with a goal of finalizing the agreements by year’s 
end. 

Ensuring the safety of imported foods is a difficult task, but I 
want to ensure you that FDA is diligently working to efficiently 
and effectively use the resources and authorities we have been pro- 
vided by Congress to help protect American consumers. 
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Thank you for the opportunity to discuss FDA’s activities to en- 
hance the safety of imported food. I would be happy to answer any 
questions you may have. 

[The prepared statement of Dr. Acheson follows:] 
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INTRODUCTION 


Mr. Chairman and Members of the Committee, I am David W.K. Acheson, Assistant 
Commissioner for Food Protection at the U.S. Food and Drug Administration (FDA or the 
Agency). I am joined here today by my colleague, Margaret O’K. Glavin, Associate 
Commissioner for Regulatory Affairs. Thank you for the opportunity to discuss the important 
issues relating to the safety of FDA-regulated imported products. 

FDA-regulated products include food and animal feed, human and animal drugs, cosmetics, 
vaccines and other biological products, and medical devices. FDA is committed to ensuring that 
the nation’s supply of these products continues to be among the safest in the world, but in doing 
so we face significant challenges. One of those challenges is the rapid increase in the volume of 
imported products. 

Each year, approximately $2 trillion of imported products enter the United States. The volume 
of FDA-regulated imports has doubled in the last five years, and 60 percent of these imported 
shipments are food. Currently, FDA is overseeing over nine million line entries of imported 
food annually and most of these entries are large volume commercial shipments. It is estimated 
that approximately 15 percent of the U.S. food supply is imported, but for some products such as 
fresh Suits and seafood, imports account for 50 to 60 percent of the supply. 
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FDA REGULATION OF IMPORTED PRODUCTS 


FDA’s primary authority over imported food, cosmetics, drugs, biological products, and medical 
devices, derives from section 801 of the Federal Food, Drug, and Cosmetic Act (FD&C Act). 
Imported radiation emitting products are regulated under section 534 of the FD&C Act. These 
authorities provide a broad statutory framework to ensure that the products are safe. Imported, 
as well as domestic, FDA-regulated products are subject to examination by FDA. 

When an FDA-regulated product is offered for import into the United States, U.S. Customs and 
Border Protection (CBP) procedmes ensure that FDA is notified. If, based on examination or 
other information such as the prior history of the product, manufacturer or country, the product 
appears to be adulterated or misbranded, FDA will give notice advising the owner or consignee 
of the appearance of a violation and the right to provide evidence (such as a laboratory analysis 
by an independent laboratory) to rebut the appearance of the violation. In some circumstances, 
importers may request permission to recondition the product to bring it into compliance with 
applicable requirements and regulations. If the product is ultimately refused admission, it must 
be destroyed within 90 days unless re-exported by the owner or consignee. 

Imported Food 

To better manage the increasing volume of imported products that we regulate, FDA currently 
screens electronically-submitted information on all incoming shipments, and then uses a risk- 
based approach that targets our inspectional resources at products having the greatest potential 
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for causing harm to public health. It is important to note that while FDA is not able to 
physically inspect a large percentage of import entries, we electronically screen all import entries 
through the Operational and Administrative System for Import Support (OASIS) for a variety of 
risk factors. OASIS is an automated system for processing and helping FDA make admissibility 
determinations for FDA-regulated products offered for import. 

In 2002, Congress gave FDA significant new authorities to enhance protection of the food supply 
in the Public Health Security and Bioterrorism Preparedness and Response Act (the Bioterrorism 
Act). One of the most important provisions is the requirement that FDA be provided prior 
notice of food (including animal feed) that is imported or offered for import into the U.S. This 
advance information enables FDA, working closely with CBP, to more effectively target food 
that may be intentionally contaminated with a biological or chemical agent or which may pose a 
significant health risk to the American public. Suspect shipments then can be intercepted before 
they tirrive in the U.S. and held for further examination. Prior notice can be submitted either 
through CBP’s Automated Broker Interface/Automated Commercial System (ABI/ACS) or 
FDA’s Prior Notice System Interface (PNSI). Currently, FDA receives approximately 33,400 
prior notice submissions per business day. 

Another significant provision of the Bioterrorism Act provides FDA with the authority to 
commission CBP employees to conduct examinations and investigations. Under a December 
2003 Memorandum of Understanding, FDA has commissioned more than 8,000 CBP officers to 
conduct examinations on FDA’s behalf at ports where FDA may not currently have staff. This 
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inter-agency collaboration significantly strengthens our ability to prevent the introduction of 
unsafe or insecure imported food into U.S. commerce, while ensuring the movement of 
legitimate trade. 

FDA has numerous other tools and authorities that enable the Agency to take appropriate action 
regarding imported products. FDA performs routine surveillance examinations of imported 
goods to check for compliance with U.S. requirements. Although the Agency conducts 
inspections of food manufacturers overseas, because of the large volume of FDA-regulated foods 
being exported from a large number of countries, it is not feasible to routinely inspect every 
shipment of foreign-produced foods at the point of origin. We do, however, work with foreign 
governments and food producers to help ensure that imported food is produced, processed and 
packed in accordance with U.S. requirements. 

Another key tool for screening imported goods is the Import Alert. Import Alerts are guidance 
documents that inform FDA field personnel that FDA has sufficient evidence or other 
information about a particular product, producer, shipper or importer to believe the products do 
not meet U.S. requirements or is otherwise unsafe. On the basis of that evidence, FDA field 
personnel may detain the article that is being offered for entry into the U.S. without physically 
examining the product. When an Import Alert is issued and FDA detains a shipment, the owner 
or consignee has an opportunity to introduce evidence to demonstrate that the products are not 
violative. FDA also performs laboratory analysis on a sampling of products offered for import 
into the U.S. and performs periodic filer evaluations to ensure that import data being provided to 
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FDA is accurate. In addition, certain violations relating to imported food may lead to civil or 
criminal charges. 

Food Safety Strategy 

In May of this year, FDA Commissioner Andrew C. von Eschenbach, M.D., appointed me to fill 
a newly created position, the Assistant Commissioner for Food Protection, to provide advice and 
counsel on strategic and substantive food safety and food defense matters. My first priority in 
this position is to develop a new strategy for the integration of food safety and food defense 
covering both imported and domestically-produced foods that FDA regulates. The new food 
protection strategy will identify the Agency’s most critical needs, address the changing nature of 
the global food production system, and provide a framework to address these challenges. The 
organizing principles of the new strategic framework will be based on prevention, intervention, 
and response. The plan will apply enhanced risk-based criteria to the entire life-cycle of FDA- 
regulated imported food. By refining these targeting criteria in a life-cycle approach, we will be 
able to conduct more rigorous and meaningful reviews of potentially high-risk food entries. The 
goal is to ensure a comprehensive and robust food safety and food defense program that is 
tailored to meet the emerging risks posed by the types of foods we regulate. 

Interagency Working Group on Import Safety 

To promote and enhance the safety of all imported products, the President issued an Executive 
Order on July 18, 2007, that established the Interagency Working Group on Import Safety. The 
Working Group, which includes representatives from 12 Federal departments and agencies, is 
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tasked with reviewing the procedures, regulations, and practices for ensuring that imported food, 
drugs, and other consumer products are safe. Secretary of Health and Human Services, Michael 
O. Leavitt, chairs the Working Group and FDA plays a key role. Secretaiy Leavitt and FDA 
Commissioner von Eschenbach traveled extensively throughout the country during the past few 
months visiting ports of entry and reviewing FDA field operations. The insights they gained are 
helping to shape the conclusions and recommendations of the Working Group. 

On September 1 0, 2007, the Working Group provided the President with an initial report on 
steps to improve import safety. Their report, “Protecting American Consumers Every Step of 
the Way: A Strategic Framework for Continual Improvement in Import Safety,” outlines an 
approach that can build upon existing efforts to improve the safety of imported products, while 
facilitating trade. It recommends that the government work with the importing community in 
developing methods to address safety risks over the life-cycle of imported products and focus 
actions and resources to minimize the likelihood of unsafe products reaching our borders. A 
risk-based, prevention-focused model will help ensure that safety is built into products before 
they reach consumers. 

On October 1, 2007, the Working Group conducted a meeting in Washington to receive input 
Irom stakeholders and the general public. By mid-November, an Action Plan based on the 
Strategic Framework will be provided to the President. The plan will reflect the public 
comments and recommend specific steps that the Federal government and stakeholders can take 
to enhance import safety at all levels. 
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Federal agencies have already begun to implement high-priority recommendations from the 
interim report. For instance, by November 12, 2007, Federal agencies that rely on Information 
Technology (IT) systems in their review of imported cargo must develop implementation plans 
to achieve interoperability of their import data systems with the International Trade Data System 
managed by CBP. This requirement is consistent with the Security and Accountability for 
Every (SAFE) Port Act of 2006, and will ensure a single-window system for reporting on 
imports electronically. 

CHINESE IMPORTS 


China is a major producer, exporter, and importer of FDA-regulated products and it presents a 
diverse range of issues for the Agency. China is presently one of the world’s largest producers 
and consumers of agricultural products, and a major supplier to the U.S. of seafood, canned 
vegetables, fruit juices, honey, and other processed foods. In the past, FDA has encountered 
compliance problems with several Chinese food exports, including lead and cadmium in ceramic 
ware used to store and ship food, and staphylococcal contamination of canned mushrooms. 
While improvements have been made in these products, the safety of food and other products 
from China as well as other trading partners, remains a concern for FDA, Congress, and 
American consumers. While these concerns are not unique to China, recent incidents have 
focused greater attention on these issues. Prominent examples of these concerns are discussed 
below. 
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Aouacultured Seafood 

Aquacultured seafood is a fast-growing sector of the world food economy, accounting for 
approximately half of all seafood production worldwide. About 80 percent of the seafood 
consumed in the U.S. is imported from approximately 130 countries, and over 40 percent of that 
seafood comes from aquaculture operations. By volume, China is the largest exporter of 
seafood to the U.S., and the second largest in terms of monetary value. In particular, China 
exports significant amounts of shrimp and catfish products, which represent two of the ten most 
consumed seafood products in the U.S. 

As the aquaculture industry continues to grow, concern about the use of unapproved dmgs and 
unsafe chemicals in aquaculture operations has increased substantially. There is clear scientific 
evidence that the use of unapproved antibiotics and other drugs and chemicals such as malachite 
green, nitrofurans, fluoroquinolones, and gentian violet can result in the presence of residue in 
the edible portions of aquacultured seafood. Fluoroquinolones have been prohibited from extra- 
label use in the U.S. and many other parts of the world in aquaculture because of public health 
concern about the development of antimicrobial resistance. Moreover, prolonged exposure to 
nitrofurans, malachite green, and gentian violet, or their metabolites, has been shown to induce 
cancer in humans or animals. From a regulatory perspective, FDA has not approved any of 
these substances for use as dmgs in aquacultured animals, nor are they generally recognized as 
safe or approved as food additives under section 409 of the FD&C Act. 
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Since November 200 1 , FDA has tested shipments of aquacultured seafood products from China 
and other countries, and when warranted, has placed individual firms on Import Alert. In 2006, 
FDA broadened these restrictions significantly by issuing an Import Alert providing for the 
detention without physical examination of eel from anywhere in China due to findings of 
malachite green. Through increased sampling of imported Chinese aquacultured seafood from 
October 1, 2006, through May 31, 2007, FDA continued to find residue of unapproved drugs and 
unsafe chemicals in species including catfish, basa, shrimp, and dace. Because we saw 
problems from many different companies located in various parts of China, on June 28 of this 
year, FDA imposed a countrywide Import Alert on all farm-raised catfish, basa, shrimp, dace and 
eel from China. Under the Import Alert, FDA can detain a shipment, even without physically 
examining it, unless it is shown to be free of the residue that led to the Import Alert. 

Pet Food and Farm Feed 

On March 15, 2007, FDA learned that certain pet foods were sickening and killing cats and 
dogs. Analysis by the Agency’s Forensic Chemistry Center revealed melamine and melamine 
analogues in the pet foods and in the wheat gluten used as ingredients. After FDA traced the 
suspect wheat gluten to a single supplier in China, we issued an Import Alert focused on this firm 
and began sampling 100 percent of all wheat gluten from China. In April, FDA launched an 
investigation into imported rice protein concentrate that also was used as an ingredient in some 
pet foods and was found to contain melamine and its analogues. The Agency traced the suspect 
product to another Chinese supplier. We issued an Import Alert focused on this supplier and 
began sampling 100 percent of all rice protein concentrate from China. 
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Ultimately, Import Alert No. 99-29 was issued on April 27, 2007, to expand on the previous 
alerts to cover all vegetable protein products from China. Under the Import Alert, FDA can 
detain these products unless third party analysis or other evidence demonstrates they are not 
contaminated with melamine or its analogues. FDA believes that all of the contaminated wheat 
gluten and rice protein from China used in the manufacture of pet food has been removed from 
commerce. 

During the investigations that traced the distribution of contaminated pet food, it was discovered 
that byproducts (or scraps) from the manufacture of this pet food were distributed to farms in a 
limited number of states and added to the feed consumed by swine and poultry. A panel of 
scientists from five Federal agencies determined that there was unlikely to be a significant risk to 
human health from consuming food from animals that ate tainted feed, due to the small amounts 
present and the small amounts that would be consumed. 

MEMORANDA OF AGREEMENT 

While these concerns are not unique to China, recent incidents have focused greater attention on 
these issues. FDA and others within the Department of Health and Human Services (HHS) are 
actively engaged with our Chinese counterparts in negotiating comprehensive Memoranda of 
Agreement that will include commitments in many areas of food and feed production to increase 
our confidence in the safety of these Chinese products that are exported to the U.S. 
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In September 2006, President Bush and Chinese President Hu Jintao agreed to create a Strategic 
Economic Dialogue between the United States and China. Reflecting the growing relationship 
between the U.S. and Chinese economies, the Strategic Economic Dialogue is designed to be a 
forum for discussing ways the United States and China can work together to address economic 
challenges and opportunities as responsible stakeholders in the international economic system. 
Last May, in conjunction with the I”"* Strategic Economic Dialogue, HHS initiated discussions 
regarding the need for stronger agreements with relevant regulatory agencies in China. The 
agreements are intended to help assure the safety, quality and effectiveness of FDA-regulated 
products exported from China to the U.S. 

The most recent step in this ongoing process occurred two weeks ago when a delegation of 
senior HHS and FDA officials held a series of initial negotiations with senior officials in Beijing. 
Represented agencies included the Chinese State Food and Drug Administration; the General 
Administration of Quality Supervision, Inspection and Quarantine; the Ministries of Health and 
Agrieulture; and the Certification and Accreditation Administration. These sessions initiated 
formal negotiations on two Agreements, one on the safety of food and feed, and another on the 
safety of drugs and medical devices. Negotiations will continue next month. FDA believes 
these talks have yielded significant progress towards achieving two, strong, action-oriented 
documents. 
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CONCLUSION 


Ensuring the safety of the food supply continues to be a top priority for FDA and we are working 
hard to ensure the safety of all human food and animal feed, in collaboration with our Federal, 
state, local, and international food safety partners. FDA is working diligently to efficiently and 
effectively use the resources and authorities provided by Congress to protect the public health of 
the U.S. and to help ensure that imported products are safe for American consumers. Despite 
the challenges which face us, the American food supply continues to be among the safest in the 
world. Thank you for the opportunity to testify. We look forward to responding to any 
questions you may have. 
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Mr. Stupak. Thank you, Dr Acheson. Ms. Glavin, opening state- 
ment, please. 

STATEMENT OF MARGARET O’K. GLAVIN, ASSOCIATE COMMIS- 
SIONER, REGULATORY AFFAIRS, FOOD AND DRUG ADMINIS- 
TRATION, U.S. DEPARTMENT OF HEALTH AND HUMAN SERV- 
ICES; ACCOMPANIED BY MICHAEL C. ROGERS, DIRECTOR, 
DIVISION OF FIELD INVESTIGATIONS, OFFICE OF REGU- 
LATORY AFFAIRS, FOOD AND DRUG ADMINISTRATION, 
DOMENIC J. VENEZIANO, DIRECTOR, DIVISION OF IMPORT 
OPERATIONS AND POLICY, OFFICE OF REGULATORY AF- 
FAIRS, FOOD AND DRUG ADMINISTRATION, AND DONALD W. 
KRAEMER, DEPUTY DIRECTOR, OFFICE OF FOOD SAFETY, 
CENTER FOR FOOD SAFETY AND APPLIED NUTRITION, 
FOOD AND DRUG ADMINISTRATION 

Ms. Glavin. Good afternoon, Mr. Chairman and members of the 
committee. Thank you for inviting me. I’m Margaret Glavin. I’m 
the Associate Commissioner for Regulatory Affairs at the Food and 
Drug Administration. The Office of Regulatory Affairs is the lead 
organization within FDA responsible for enforcing FDA’s public 
health laws and regulations. We’re guided in our mission, which is 
to protect consumers and enhance public health by maximizing 
compliance of FDA-regulated products and minimizing risks associ- 
ated with those products. To meet these responsibilities, ORA is 
staffed with a workforce of approximately 3,200 employees, 2,700 
of whom are dispersed geographically throughout the country. 

My testimony today will discuss ORA’s import operations and the 
tools we have at our disposal to prevent adulterated or misbranded 
imported goods from entering domestic commerce. I will also pro- 
vide an overview of the challenges that confront us and measures 
that are being contemplated to enhance our coverage of imported 
goods. 

In July, when I testified before this committee, I discussed ORA’s 
proposed Transformation Initiative, a component of which involved 
consolidating FDA’s field laboratories. That effort, including the 
proposal to close laboratories, is no longer under consideration. 
What remains as relevant today as it was in July are the chal- 
lenges that confront ORA in our efforts to fulfill our mission to pro- 
tect the public health. These challenges have not gone away and 
are continuing to grow. 

For these reasons ORA has undertaken a planning process that 
examines how we can best meet our future needs and public health 
mandates. This process, which is drawing on the experience, exper- 
tise and input of all ORA employees, will allow us to be more stra- 
tegic in our efforts to ensure that we invest in the right tools, skill 
sets and programs to meet the challenges posed by emerging 
threats, ongoing public health emergencies, increasingly complex 
technological advances in the industries we regulate and burgeon- 
ing imports, one of the topics this committee is addressing today. 

The volume of goods offered for entry into the United States is 
growing exponentially, and these imported products include every 
type of FDA-regulated product and come from more than 200 coun- 
tries and more than 300,000 manufacturers worldwide. 
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As has been said many times this morning, we physically inspect 
less than 1 percent of the imported food that is offered for entry 
into the U.S. To better ascertain which food we ought to physically 
inspect, FDA uses a number of approaches to help us make risk- 
based decisions. One of these involves having FDA inspectors con- 
duct inspections of foreign manufacturing facilities that export 
FDA-regulated goods to the U.S. to make certain that they are fol- 
lowing good manufacturing processes and other regulatory require- 
ments, such as HACCP for seafood and juice products. 

In addition, we conduct outreach to food processors and food pro- 
ducers in foreign countries to enhance their understanding of food 
safety and good agricultural practices. FDA also works with and 
provides training to our regulatory counterparts in foreign coun- 
tries. This training focuses on U.S. public health requirements and 
methods to improve food safety in order to ensure that exporters 
are able to meet our requirements, and FDA works with our for- 
eign regulatory counterparts to share information regarding each 
country’s laws, requirements and food safety systems and which 
also allow for notification to each other when significant violations 
are found. 

In 2002, Congress provided us with significant new authorities to 
enhance the protection of the food supply through the provisions of 
the Bioterrorism Act. 

FDA utilizes a significant new tool provided under this act that 
requires us to receive prior notification before food is imported or 
offered for import into the United States. Advanced notice of im- 
ported food shipments allows us, with the support of Customs and 
Border Protection to electronically screen the shipments for poten- 
tially serious threats to health before the food arrives and to target 
those products flagged by the system as presenting the most sig- 
nificant risk. This allows us to conduct more intensive import secu- 
rity reviews on potentially high-risk entries and to allocate re- 
sources for inspections more effectively. 

All prior notice data is validated against FDA’s OASIS system for 
completeness to ensure that it meets minimal data submission re- 
quirements. Once the data is validated, it is screened against spe- 
cific food security criteria established in the system to identify and 
flag high-risk shipments. Prior notice of high-risk screening criteria 
are based on a number of factors, including risk assessments con- 
ducted in accordance with operational risk management and 
CARVER plus Shock methodologies to identify those food ship- 
ments that present the highest food security risk and are most vul- 
nerable. Additional screening criteria are established based upon 
contemporary intelligence reports. 

To conduct intensive, manual high-security reviews, the prior no- 
tice staff utilizes information contained in internal FDA data sys- 
tems, as well as those of other agencies such as CBP and the 
Treasury Enforcement Communication System to further assess 
specific risks associated with subject food shipments as well as any 
links that parties associated with the shipment may have to terror- 
ist organizations or criminal intelligence records. They also con- 
sider anomalies in shipping patterns and past shipping histories. 

Based on these risk factors, the prior notice center staff makes 
the determination whether the shipment poses a significant seen- 
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rity risk to the American people. Those shipments of imported 
foods that are determined to pose a significant security risk are 
held upon arrival in the U.S. for joint examination hy FDA and 
CBP personnel. Those shipments that are not deemed to he a secu- 
rity risk are released for an import admissibility review for food 
safety concerns. 

Another significant provision of the BT Act provided FDA with 
the authority to commission CBP employees to conduct examina- 
tions and investigations of imported foods on FDA’s behalf so that 
they can assist us in the examination and investigation of imported 
food at ports of entry or other facilities and locations in close prox- 
imity to such ports. This provides FDA with operational assistance 
from our CBP colleagues when necessary and has proven to be use- 
ful, especially at remote ports of entry. 

After prior notice requirements have been met, incoming ship- 
ments are subject to an admissibility decision as to whether or not 
a particular shipment of imported food should be allowed to enter 
domestic commerce. To make this decision, we often use targeted 
examinations called physical examinations or field examinations. A 
field examination is a visual examination of a product to determine 
whether the product is in compliance with our requirements, and 
it involves actual physical examination of the product for admissi- 
bility factors. 

In addition, a field exam can be supplemented with other activi- 
ties such as sample collections and analyses for microbiological or 
chemical contamination. When relevant product information is 
gathered from our domestic surveillance and inspection program, 
FDA factors this information into its import decisionmaking proc- 
ess. 

Another key tool used to screen imports is the import alert. Im- 
port alerts are used to provide direction to our field personnel indi- 
cating that FDA has sufficient evidence or information about a par- 
ticular product to refuse admission of that article being offered for 
entry without physically examining the product. This is a practice 
that was referred to as detention without physical exam. 

Mr. Stupak. Can you summarize, please. 

Ms. Glavin. Absolutely. 

As I said, we do those things. We also determine if an imported 
product should be denied. And once we determine that an imported 
product should be denied entrance into the U.S., a notice of deten- 
tion and hearing is issued. We detain the goods, and we allow the 
importer to present evidence supporting the admissibility of the 
questionable goods. Based upon our review of the evidence, we may 
release the goods. But if we maintain our position that the goods 
cannot be allowed admission into the U.S., the goods must either 
be destroyed or reexported within 90 days. 

As I described in my testimony today, we use our available tools 
and authorities to manage the ever-increasing volume of imported 
food to achieve the greatest protection possible. And ensuring the 
safety of the food supply continues to be a top priority of the FDA. 
As Dr. Acheson has indicated, FDA, including ORA, understands 
the need to focus our resources to improve consumer protection in 
the import arena and is committed to moving towards a cost-effec- 
tive prevention focus model that identifies and targets those steps 
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in the life cycle of imported products where the risk of unsafe prod- 
ucts are the greatest. 

Thank you for the opportunity to testify, and I’ll he pleased to 
answer any questions. 

Mr. Stupak. Dr. Raymond, please. Opening statement. 

TESTIMONY OF RICHARD RAYMOND, M.D., UNDER SEC- 
RETARY, FOOD SAFETY U.S. DEPARTMENT OF AGRI- 
CULTURE; ACCOMPANIED BY BILL JAMES, D.V.M., DEPUTY 

ASSISTANT ADMINISTRATOR FOR INTERNATIONAL AFFAIRS, 

FOOD SAFETY AND INSPECTION SERVICE 

Dr. Raymond. Yes, sir. 

Mr. Chairman and members of the subcommittee. I’m very 
pleased to have the opportunity to appear before you here today. 
I am Dr. Richard Raymond, Under Secretary for Food Safety at the 
USDA, and I’m here to discuss how the USDA regulates meat, 
poultry and egg products to protect American consumers. 

As the Under Secretary for Food Safety, I do oversee the Food 
Safety and Inspection Service, FSIS. FSIS is the USDA public 
health regulatory agency responsible for the administration of laws 
and regulations that are designed to ensure that the Nation’s com- 
mercial supply of meat, poultry and egg products is safe, whole- 
some and properly labeled regardless of whether those products are 
sold in the IJnited States or imported to or exported from the 
United States. 

In contrast to the rise seen in other imported products, the 
amount of FSIS-regulated imported meat and poultry products has 
remained approximately the same in the last 5 years, hovering 
around 4 billion pounds of meat and poultry from the 33 countries 
that have equivalent food safety systems. In that time, the amount 
of imported product that was detained, destroyed or returned has 
doubled as we have become more effective in what we do. 

FSIS employs a comprehensive three-part system for imports 
that helps to ensure the safety of imported product. This system 
consists of, one, establishing the initial equivalence of the meat, 
poultry or egg product inspection system of the country wishing to 
export to the United States; two, verify and continue equivalence 
of foreign systems through annual audits; and, three, providing 100 
percent reinspection with a few exceptions when products enter the 
country. 

Equivalence is the foundation for our system of imports. It recog- 
nizes that an exporting country can provide an appropriate level of 
food safety even if those measures are different from those applied 
here in the United States. FSIS begins the process of determining 
equivalence by analyzing the country’s meat or poultry regulatory 
system with a document analysis to assess whether the country 
has the laws, the regulations and the infrastructure to support an 
equivalent system. This document review focuses on a country’s 
practices and five risk areas. They are sanitation, animal diseases, 
slaughter processing, residues and enforcement. 

If the document review is satisfactory, then the process of deter- 
mining equivalence moves to the on-site review. During an on-site 
review, an FSIS audit team evaluates all the aspects of a country’s 
inspection program from the headquarters of the inspection system 
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to regional offices and local offices, and ultimately to individual es- 
tablishments within the country, and to laboratories that will be 
testing the product that is destined for the United States. 

The second part of our system is to verify continuing equivalence 
through audits. This means that once a country is determined to 
have a system equivalent to the United States system, that country 
is then responsible for ensuring that the entire system that is ex- 
porting to the United States employs standards equivalent to those 
of the United States. To verify that this is happening, FSIS con- 
ducts annual audits of foreign food safety systems and procedures 
through on-site visits by FSIS personnel, including certified estab- 
lishments, laboratories and review of the government’s controls. If 
a country fails an audit, FSIS can, and we have in the past, sus- 
pend imports from that country from individual plants or for spe- 
cific products. 

Finally, the last part of our system for ensuring the safety of 
FSIS-regulated imports is verifying the continuing equivalence of 
foreign systems through reinspection of products at the border at 
our 140 import houses. It is here that the initial checks for proper 
documentation, evidence of tampering, transportation damage and 
proper labeling are conducted. 

In addition to the initial reinspection of product entering the 
United States, FSIS then performs intensive random reinspection 
on approximately 10 percent of the shipments of meat, poultry and 
egg products. More intensive reinspections are automatically ap- 
plied to future shipments of product from a foreign establishment 
when that product fails reinspection. 

Access to Customs and Border Protection’s Automated Commer- 
cial Environment database has provided FSIS with a more targeted 
approach to identifying and controlling ineligible entry of FSIS-reg- 
ulated products that did not present to an import house for rein- 
spection as required, and it gets us closer to the entry point rather 
than chasing it down after its release in commerce. Use of the ACE 
database is one of our many success stories. While the amounts of 
imports have been stable, we’ve markedly increased the amount of 
detected ineligible product using existing personnel through a col- 
laborative effort with our Federal partners at CBP. In fiscal year 
2005, prior to FSIS’s use of the ACE system, the amount of ineli- 
gible product removed from commerce that did not pass the import 
houses was a little over 36,000 pounds. In fiscal year 2006, this 
amount increased to 1.6 million pounds. In the fiscal year 2007, 2.1 
million pounds was identified, destroyed or redirected to FSIS for 
reinspection. That is more than three AirBus 3AD jetliners’ worth 
of product in fiscal year 2007 alone. 

Our three-part approach to imports is supplemented by our criti- 
cal food defense efforts that protect against accidental or inten- 
tional food contamination. Dr. Acheson has already mentioned the 
Interagency Working Group on Import Safety, and I will not repeat 
many of his comments except to say that I do represent the USDA 
on that panel, so I do have working knowledge of its products and 
how it is going about its business. 

I’d now like to take just a moment to clarify the current status 
regarding the importation of FSIS-regulated poultry product from 
China as they requested in April of 2004. As I mentioned earlier. 
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any country can apply to be evaluated for equivalence by submit- 
ting a request to FSIS. This is exactly what happened when China 
requested the authority to export poultry to the United States in 
2004. After careful study, China’s poultry-processing inspection 
system was determined to be equivalent to our own. In addition, 
the Animal and Plant Health Inspection Service found no risk to 
U.S. animal health from import of this type of product if it meets 
the cooking standards as approved by APHIS. 

After the formal rulemalang process was concluded, China was 
then added to the list of countries eligible to export processed poul- 
try, But the poultry they could process would have to come from 
either the United States or another country that is approved to ex- 
port raw poultry products to the United States. In essence, we’re 
talking about processed poultry originating from Canada or the 
United States, not poultry raised and slaughtered in China. Cur- 
rently no plants from China are exporting processed poultry origi- 
nating from the United States or any other country to the United 
States. In addition, USDA has not published a rule permitting 
China to export to the United States poultry that is raised and 
slaughtered in China. 

I want to assure everyone that we do have a strong system in 
place for imported products regulated by the USDA. I believe that 
our approach to regulating the safety of imported meat, poultry 
and egg products is one of the best systems in the world. This is 
due to our rigorous three-part approach determining the initial 
equivalence, the continuous evaluation of that equivalence through 
annual audits, and our vigilant surveillance of meat, poultry and 
egg products entering the country. 

Mr. Chairman and all members of this subcommittee. I’d like to 
thank you for this opportunity to explain the important process 
that FSIS employs in protecting consumers by ensuring the safety 
of imported food products. I do look forward to your questions. 

Mr. Stupak. Thank you. 

[The prepared statement of Dr. Raymond follows:] 

Testimony of Richard Raymond, M.D. 

Mr. Chairman and Members of the Subcommittee, I am pleased to appear before 
you today. I am Dr. Richard Raymond, Under Secretary for Food Safety. I am here 
to discuss how the United States Department of Agriculture (USDA) regulates the 
importing of meat, poultry and egg products to protect American consumers. 

As the Under Secretary for Food Safety, I oversee the Food Safety and Inspection 
Service (FSIS). FSIS is the USDA public health regulatory agency responsible for 
the administration of laws and regulations that are designed to ensure that the na- 
tion’s commercial supply of meat, poultry, and egg products is safe, wholesome, and 
properly labeled, regardless of whether those products are sold in the United States 
or imported to, or exported from, the United States. 

The amount of FSlS regulated meat and poultry imported products has remained 
approximately the same over the past five years, hovering around four billion 
pounds of meat and poultry from 29 of the 33 eligible countries. However, egg prod- 
uct imports have increased in this past year. 

FSiS employs a comprehensive three-part system for imports that helps to ensure 
the safety of imported product. This system consists of: 

• Establishing the initial equivalence of the meat, poultry and egg product inspec- 
tion system of a country wishing to export to the United States; 

• Verifying continuing equivalence of foreign systems through audits; and 

• Providing 100 percent re-inspection, with a few exceptions, when products enter 
the country. 
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Establishing Equivalence 

Equivalence is the foundation for our system of imports. It recognizes that an ex- 
porting country can provide an appropriate level of food safety, even if those meas- 
ures are different from those applied here at home. 

FSIS has always required an assessment of foreign inspection systems before 
those nations can export to the United States. This prior review is mandated by our 
laws, which originally required that a foreign system be “equal to” our system before 
the foreign product could be admitted. That standard was changed in 1994, to one 
of equivalency after the United States signed the Final Act of the Uruguay Round 
of Multilateral Trade Negotiations. 

Any country can apply for equivalence by submitting a request to FSIS. An im- 
porting country maintains the sovereign right to maintain any level of protection 
that it deems appropriate to address food safety hazards within its borders. An ex- 
porting country has the burden of proving that its system is equivalent to our own 
if that country wishes to export to the United States. 

FSIS begins the process of determining equivalence by analyzing the country’s 
meat or poultry regulatory system with a document analysis to assess whether the 
country has the laws, regulations, and an infrastructure to support an equivalent 
system. 

This document review focuses on a country’s practices in five risk areas: sanita- 
tion, animal disease, slaughter and processing, residues, and enforcement. FSIS 
uses the document review to ensure that the country has in place measures that 
encompass the standards, activities, resources, and enforcement mechanisms inher- 
ent in the US regulatory system for these five areas. 

If the document review is satisfactory, the process of determining equivalence 
then moves to on-site review. During an on-site review, an FSIS audit team evalu- 
ates all the aspects of a country’s inspection program, from the headquarters of the 
inspection system to regional offices and local offices, and ultimately to individual 
establishments within the country and to laboratories that will be testing product 
destined for the United States. Through these evaluations we seek assurances that 
the country’s inspection program is, in fact, what the documentation claims. 

The process for announcing initial equivalence determinations for foreign coun- 
tries is open and transparent. When FSIS makes an initial equivalence determina- 
tion, a proposed rule is published in the Federal Register setting forth the deter- 
mination and our reasoning for it. After a comment period, FSIS reviews all com- 
ments submitted on the proposal and, as appropriate, publishes a final rule to add 
the country as eligible to export meat, poultry or egg products to the United States. 
This ensures an open and transparent process. 

Verifying Continuing Equivalence through Audits 

The second part of our system is to verify continuing equivalence through audits. 
This means that once a country is determined to have a system equivalent to the 
United States, that country is then responsible for ensuring that the entire system 
exporting to the United States employ standards equivalent to those contained in 
the Federal Meat Inspection Act (FMIA), the Poultry Products Inspection Act 
(PPIA), and the Egg Products Inspection Act. FSIS conducts annual audits of foreign 
food safety systems and procedures to verify that this is taking place. This process 
includes on-site visits by FSIS personnel, including certified establishments, labora- 
tories and a review of government controls. There is a particular focus on implemen- 
tation of any new requirements we have put forth since the last audit. For fiscal 
year 2007, FSIS visited 145 establishments, 39 laboratories, and 86 government of- 
fices in the process of auditing all countries actively exporting to the United States. 
The final audit reports of these countries are posted on the FSIS Web site. If a coun- 
try fails and audit, FSIS can, and has in the past, suspend imports from that coun- 
try, from individual plants, or specific products. 

Verifying Continuing Equivalence through Re-inspection at the Border 

Finally, the last part of our system for ensuring the safety of FSIS-regulated im- 
ports is verifying the continuing equivalence of foreign systems through re-inspec- 
tion of products at the border. Every shipment of meat, poultry, or egg products that 
enters the United States must be presented to an FSIS inspector at one of the ap- 
proximately 140 official FSIS import establishments strategically located at major 
ocean ports of entry and land border crossings. It is here that the initial checks for 
proper documentation, evidence of tampering, transportation damage, and proper la- 
beling are conducted. This process is currently assisted by FSIS’ Automated Import 
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Information System (AIIS). AIIS is a database that schedules re-inspection tasks 
and stores the results of the re-inspection from each point in the process. 

In addition to the initial re-inspection of product entering the United States, FSIS 
performs intensive random re-inspection on approximately 10 percent of the ship- 
ments of meat, poultry, and egg products. These re-inspection tasks include product 
examinations, microbiological analysis for pathogens, and/or a test for chemical resi- 
dues. Acceptable products are marked as “Inspected and Passed” and released into 
commerce. Non-compliant products are rejected, marked as “Refused Entry,” and ei- 
ther destroyed or returned to the originating country. More intensive re-inspection 
is automatically applied to future shipments of product from the foreign establish- 
ment when product fails re-inspection. 

I would like to take a moment to discuss the laboratory system that FSIS relies 
on to carry out these more intensive inspections. Depending on where the samples 
are taken, they are shipped to the Eastern, Midwestern, or Western laboratories. 
These three laboratories are operated by FSIS and are staffed with FSIS personnel. 
We are constantly working to enhance the capacity of these labs so they are pre- 
pared to respond to food emergencies that can be caused by a vast array of contami- 
nants. Indeed, in recognition of our interest in keeping these laboratories up-to-date, 
we requested $2.5 million in fiscal year 2008 to enhance these important labs. 

The important work carried out by import re-inspection personnel I described ear- 
lier is supplemented by the twenty-three Import Surveillance Liaison Officers 
(ISLOs) currently employed by FSIS. These ISLOs are charged with identifying, 
tracking, and detaining ineligible, illegal, or smuggled product. Like our import re- 
inspection personnel, they work regularly with other agencies, including Customs 
and Border Protection (CBP), USDA’s Animal and Plant Health Inspection Service 
(APHIS), the Food and Drug Administration (FDA), and the U.S. Fish and Wildlife 
Service, as well as brokers and importers at U.S. ports of entry. Access to CBP’s 
Automated Commercial Environment (ACE) database has provided FSIS a more tar- 
geted approach to identifying and controlling ineligible entries of FSIS-regulated 
product closer to the entry point, rather than after its release into commerce. In fis- 
cal year 2005, prior to FSIS’ use of the ACE system, the amount of ineligible prod- 
uct removed from commerce that did not pass through import houses was a little 
over 36 thousand pounds. In fiscal year 2006, this amount increased to 1.6 million 
pounds, and in fiscal year 2007, 2.1 million pounds was identified, destroyed, or re- 
directed to FSIS for re-inspection. 

The Agency and other key Federal partners are working to become fully inte- 
grated with CBP’s ace system. This effort will eventually lead to a linkage of all 
inspection and border control data systems, known as International Trade Data Sys- 
tem (ITDS), across all Federal agencies involved in imports. 

Food Defense 

Our three-part approach to imports is supplemented by our critical food defense 
efforts to protect against accidental or intentional food contamination. 

To this end, the Agency performs vulnerability assessments for imported food and, 
potentially, for food that has illegally entered the U.S. market. These vulnerability 
assessments help us to strengthen our food import system. Armed with these vul- 
nerability assessments, the Agency conducts ongoing training to increase awareness 
of food defense issues among our international trading partners. 

FSIS inspectors also engage in ongoing and comprehensive training and education 
efforts that assist them in preventing and responding to any potential threat to the 
food supply. Coordinated food defense awareness training is conducted in locations 
nationwide in conjunction with our food defense partners throughout government. 
They include the Department of Homeland Security (DHS), the Department of 
Health and Human Services (HHS), other USDA agencies, as well as State and local 
food defense partners. 

FSIS is working jointly with FDA on the continued development of the Food 
Emergency Response Network (FERN) with other national. State, and local labora- 
tories to provide ongoing surveillance and monitoring of food and to prepare for 
emergency response stemming from a food illness outbreak, intentional contamina- 
tion, or even a hoax. 

In addition, FSIS is participating in a consortium of lab networks developed by 
DHS. This integrated consortium will improve coordination among Federal and 
State partners that are focused on food and agriculture issues. In the process, it will 
ensure consistency of methods development and the reporting and sharing of lab re- 
sults between Federal and State partners. 

FSIS has also developed and distributed model food security plans for use in im- 
port establishments. These plans help the importers develop a personalized Food 
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Defense Plan that takes into account the unique characteristics of the establish- 
ment. 

Finally, while import inspectors conduct their regular re-inspection at import fa- 
cilities, their activities also include efforts aimed at protecting consumers from in- 
tentional attacks on the food supply. These activities include facility checks to iden- 
tify, among other things, suspicious activities in product re-inspection or port areas, 
evidence of product tampering, or signs that a facility’s water supply may have been 
compromised. The specific procedures performed change according to the threat 
level. 


Interagency Working Group on Import Safety 

Mr. Chairman, I have gone over how imported meat and poultry products are cur- 
rently inspected through a systems approach, reviewed our re-inspection procedures 
at our border and detailed how our food defense efforts improve our effectiveness. 
USDA is also working closely with the recently formed Interagency Working Group 
on Import Safety to look at what we can do better. As the USDA representative for 
the working group, I am speaking from first hand experience. 

The President formed this Working Group, which is chaired by Health and 
Human Services Secretary Michael Leavitt, to ensure that we are doing everything 
we can to promote the safety of imported products. The mission is critical — and that 
is to conduct an across-the-board review of import safety by U.S. importers, and by 
Federal, State, and local governments. It has also been given the task of providing 
recommendations to the President that will help to further improve the safety of im- 
ported products. 

In September, the Working Group issued a strategic framework for doing more 
to ensure the safety of imported products. This framework outlines a risk-based ap- 
proach that includes the principles of prevention, intervention, and response. The 
framework supports USDA’s long-standing approach to evaluating and verifying the 
ability of foreign food safety systems to meet food safety requirements for meat, 
poultry, and egg products exported to the United States. 

The next step in advancing the framework will be the Working Group’s mid-No- 
vember release of an implementation action plan. The action plan will provide spe- 
cific short- and long-term recommendations for import safety improvements and will 
reflect stakeholder input received through several outreach activities conducted over 
the past two months, as well as from a public meeting that was held on October 
1 at USDA headquarters here in Washington. 

I want to assure everyone that we have a strong system in place for imported 
products regulated by USDA. I believe that our approach to reflating the safety 
of imported meat, poultry, and egg products is the best system in the world. This 
is due to our rigorous three-part approach: determining initial equivalence; the con- 
tinuous evaluation of that equivalence to ensure that it is maintained; and our vigi- 
lant surveillance of meat, poultry and egg product entering the country. The safety 
of our food supply is also due in large part to the work of our food safety partners. 

But the state of public health is constantly evolving, and we must be sure we’re 
evolving with it. We cannot afford to let ourselves, our food safety partners, or our 
nation’s food safety systems grow complacent. That is why the Import Safety Work- 
ing Group is so important. It gives us an opportunity to step back and look at how 
we can improve our vital import inspection procedures. We all know that we can 
protect consumers with sensible policies, and together we will do just that. 

Mr. Chairman and all Members of the Subcommittee, I would like to thank you 
for this opportunity to explain the important process that FSIS employs in protect- 
ing consumers by assuring the safety of imported food products. 


Mr. Stupak. Dr. Acheson, if I may, I will start questions. We 
heard Mr. Rice with several countries, in fact even Tyson Foods, 
that have their own certification process in China. Why doesn’t the 
U.S. have a certification process in China? 

Dr. Acheson. There is a complex answer to that. A lot of the 
ground has heen covered on that already earlier on. But let me try 
to summarize from the FDA’s perspective. 

We are able to hold the product, inspect the product at the port 
of entry if there is an appearance of adulteration. That is a fairly 
low bar. Right now we do not have the authority at FDA to require 
certification from a foreign country. 
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Mr. Stupak. Are you trying to tell me you need specific require- 
ment from Congress to go certify farms and food producers in 
China? 

Dr. Acheson. It depends on what you mean by certification. If 
you are talking about certification as a requirement for entry into 
the United States, then we would need a specific legal authority to 
require that as a reason to refuse if it doesn’t have the certification. 

Mr. Stupak. So the United States — Russia has one, Japan has 
one, Hong Kong has one, all of them. Are you saying they all have 
legislative authority to do that before they can have certification of 
farms in another country to bring it in? 

Dr. Acheson. I’m not familiar with the laws in Russia or those 
other countries, but in the United States, my understanding of U.S. 
Law is, yes, we would require that legal authority to put in place 
a system whereby we require certification of certain products from 
particular countries. We don’t have that currently. 

Mr. Stupak. You talked about this Import Working Group that 
is working, and you indicated the President is directly involved in 
it. Is certification of farms or food-processing plants in other coun- 
tries part of that discussion you’re having in this working group? 

Dr. Acheson. I think certification is part of the general discus- 
sion that is being had around — certainly with regard to ensuring 
the safety of imported products. But again, as it has come out in 
the earlier panels, one of the things that we need to be certain of 
at FDA with regard to food safety and food defense is what does 
that certification mean. Simply having a piece of paper that is a 
certificate may not be adequate. If we set that system up, we have 
to verify that that certification system is working to a level that 
meets the standard that we’re comfortable with. 

Mr. Stupak. Well, if we’re not certifying, we’re only inspecting 1 
percent of food coming into this country. We’re not keeping the 
American people very safe then, are we? If you’re not certifying the 
farms, you can’t certify the food coming in, you can only certify 1 
percent, and 99 percent is not inspected. So how can you assure the 
American people that the food they’re consuming is going to be 
safe? 

Dr. Acheson. What we’re doing is we’re reacting when problems 
occur. 

Mr. Stupak. How can you react? You don’t even have recall au- 
thority. 

Dr. Acheson. We can undertake recalls voluntarily with firms, 
and we do that on a regular basis. 

Mr. Stupak. The firm has to voluntarily do it. 

Dr. Acheson. Exactly. But what we recognize is that there is a 
need to build prevention up front. That is where we’re headed. 

Mr. Stupak. For prevention up front, wouldn’t you want to cer- 
tify the farm or the processing plants that are processing the food 
before it comes here? Isn’t that really the first upfront line of de- 
fense you could have. 

Dr. Acheson. You certainly need to ensure that the product is 
being manufactured safely, whether it be domestically or from 
China or India or wherever. Certainly requiring certification is an 
option that is under consideration as part of that process. 
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Mr. Stupak. Well, let me ask you this. The produce industry has 
called on the FDA to enact tough new regulations regarding the 
handling of fresh produce; however, the FDA has not done this. 
And according to — right there is the exhibit book, exhibit No. 20, 
an article from the Wall Street Journal in February, Health and 
Human Services officials rejected the FDA’s plan for tough new 
regulations on the handling of produce. Is it true that the FDA 
sought mandatory regulations but were overruled by HHS. 

Dr. Acheson. I wasn’t part of that particular meeting, but my 
understanding of that was that the FDA did not take requests for 
specific mandatory regulations to HHS. 

Mr. Stupak. What did they do with them? The produce industry 
has been calling for you to do it. According to news reports, the 
FDA brought it to HHS. So that is not true, they never brought it 
to HHS. 

Dr. Acheson. Those earlier meetings with HHS were high-level 
discussions around food safety in general. At that time that was 
fairly recently after we had had spinach and 

Mr. Stupak. Most produce 

Dr. Acheson. Yes. But it was not a specific request for authority 
that was ultimately turned down. 

Mr. Stupak. So it was ultimately turned down? 

Dr. Acheson. No, I said it was not a specific request for author- 
ity that was 

Mr. Stupak. So you had high-level meetings. What came of the 
high-level meetings, anything? 

Dr. Acheson. Absolutely. Part of those high-level meetings was 
a recognition that we needed to step up and do different things to 
face these new challenges. That’s one of the reasons why Commis- 
sioner Von Eschenbach created my position and instructed me to 
develop a food-protection plan, which we’re working on, which I an- 
ticipate will be launched sometime within the next month or two. 

Mr. Stupak. What can you tell us in this committee that is going 
to be preventive so we can prevent the action of people getting sick 
like on E. coli? And again, I agree it came from spinach from Sali- 
nas Valley, the hearings we have had on it. But what are you doing 
to prevent that? 

Dr. Acheson. There are a number of things. To put preventive 
strategies in place, you have to understand what caused the prob- 
lem in the first place. Again, as has been alluded to earlier, the 
close proximity of cattle to a spinach field may be 

Mr. Stupak. That has been going on for 10 years. We’ve had 20 
outbreaks, and the FDA has done nothing to prevent the cattle 
from polluting the water so it doesn’t go on the spinach fields. So 
where is the preventive action here? You haven’t even done an epi- 
demiology study to figure out where it is coming from. 

Dr. Acheson. What you’re alluding to there is the need of the 
basic sciences to put those preventive strategies in place. That is 
not all there. 

Mr. Stupak. If we don’t have basic science, how are we going to 
have advanced science to inspect food? 

Dr. Acheson. You need the basic science principles to under- 
stand how E. coli gets on the spinach in the first place. Yes, we 
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know it is in cattle, but is it coming via the water, via wild ani- 
mals. 

Mr. Stupak. That’s why an epidemiology study would determine 
that; would it not? Twenty outbreaks in ten years and you still 
haven’t determined that. You haven’t even requested an epidemiol- 
ogy study, have you. 

Dr. Acheson. We certainly recognize there is the need for that 
science, and we have not 

Mr. Stupak. So are you going to recommend an epidemiology 
study for Salinas Valley, the Salad Bowl of America. 

Dr. Acheson. What we’re going to do is to focus more than on 
leafy greens in the Salinas Valley. There is a need for more science. 

Mr. Stupak. But are you going to ask for an epidemiology study 
to try to get down to the source of the E. coli bacteria which pol- 
lutes the Salinas Valley, which ends up in 20 outbreaks in 10 
years? 

Dr. Acheson. You’re absolutely right. One of the key questions 
is to answer that. An epidemiology study is maybe a mechanism to 
get to that. How does the E. coli get from the cattle to the spinach? 
It is a key question. There is no doubt about that. 

Mr. Stupak. Key question? When are you going to study it or do 
an epidemiology study. 

Dr. Acheson. The Food and Drug Administration is not a re- 
search agency. 

Mr. Stupak. I’m not asking you to do research. Don’t you have 
to have the study be done? 

Dr. Acheson. The FDA doesn’t have the resources to require 
that study, but we certainly put out to our research colleagues 

Mr. Stupak. You’ve been the drug czar for some time now. Have 
you asked for money to do an epidemiology study? Have you asked 
for more money from the 0MB to do inspections? 

Dr. Acheson. As part of the budget process of 2009 and the roll- 
ing out of the Food Protection Plan, we’ve recognized that in order 
to get where we need to go, we will be needing new resources, yes. 
That is part of the ongoing process. 

Mr. Stupak. So you haven’t asked for it yet, but you think you 
will in 2009? 

Dr. Acheson. That budget process has to follow its tracks. And 
we recognize that that is just the way the system is set up. 

Mr. Stupak. I’m over my time. I’ll turn to Mr. Whitfield for ques- 
tions. I’m sure we’ll have another round of questions here. 

Mr. Whitfield. Thank you, Mr. Chairman. 

Dr. Acheson, you and Ms. Glavin both have a responsibility for 
protecting the food supply in the U.S., which is an awesome re- 
sponsibility. And with your expertise and with your experience and 
with that responsibility, what concerns you most from your position 
about guaranteeing the safety of the American food supply? What 
are two or three things that concern you the most? 

Dr. Acheson. I think the principal concern is to move away from 
a reactive situation in responding to outbreaks when somebody is 
sick to building in safety up front, whether that be domestic, as 
we’ve just been discussing with regards to spinach, or whether it 
be from an imported product. 
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I believe the key to success is to build in preventive strategies 
at the manufacturing level right up front, wherever that is happen- 
ing, domestically or foreign. 

Mr. Whitfield. What kind of progress are we making in doing 
that? 

Dr. Acheson. The progress that we’re making is determining 
what would be the steps to get there. That is a significant part of 
the Food Protection Plan that we’re talking about, a shifting em- 
phasis into prevention, yet maintaining inspections, focused on 
risk. Again, the prevention has to be focused on risk and building 
a more robust response system. We do respond well already, but 
I would be happier if we were even faster getting a handle on ill- 
ness quicker, to get it off the shelves faster and protect consumers. 

Mr. Whitfield. So one thing, then, is going from a reactive to 
a more preventive method? And we’re not there yet. And what is 
the second thing? 

Dr. Acheson. Well, I’ve summarized that with the focused, risk- 
based inspections. We need to continue to inspect, obviously, but 
those inspections need to be focused in the areas of greatest risk. 
And as part of that, which is the third point, is the need to inte- 
grate that with modern technology; not just information technology, 
which is critical, especially in the area of imports, of getting better, 
faster systems to integrate the mountain and the ever-increasing 
amount of information, but also detection technology. We need to 
be able to detect problems in foods faster, hopefully in a matter of 
hours as opposed to days. So we need to build those in as well. 

Mr. Whitfield. Well, I notice that the largest import refusals 
come from Mexico, China and India. So how often do we send in- 
spectors to those countries to look at their facilities, or do we? 

Dr. Acheson. I think in the last year — and my colleagues can 
give you the specific numbers there. It is in the order of 100 to 150 
foreign inspections we’ve done. We can certainly provide you infor- 
mation on which countries that we have 

Mr. Whitfield. Are budgetary concerns an issue there or not? 

Dr. Acheson. Certainly the amount of inspections that we do 
both domestically and foreign are limited by resources. 

Mr. Whitfield. What is the overall budget for your area of re- 
sponsibility? 

Dr. Acheson. Within foods, it is about $400 million, I believe. I 
certainly can get you the exact number. 

Mr. Whitfield. Four hundred million dollars? That doesn’t real- 
ly seem like very much. And what is the total FDA budget? Do you 
all know that? 

Dr. Acheson. It is about a billion dollars, the total FDA budget. 
Two billion. I’m sorry. I’m not familiar with these numbers. We can 
get them to you for the record. 

Mr. Whitfield. Let me ask you another question. In February 
2006, the FDA had information in hand that other foreign coun- 
tries, particularly Canada and South Korea, had banned the import 
of Chinese eel because of the presence of malachite green. Now, 
that was in February 2006. FDA did not issue an import alert on 
Chinese eels until around November 2006, some 6, 7, 8 months 
later. Why did it take so long for FDA to issue an import alert in 
that situation? 
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Dr. Acheson. Again, I have colleagues who can speak more to 
the specifics of an import alert, But let me try to summarize. 

In order to issue an import alert, we have to have the data to 
show that we can do it, which essentially means demonstrating 
through a sampling strategy that there is a level of contamination 
in a certain product of concern, in this case eel, with a certain 
agent, malachite green, that is of sufficient degree to pose a prob- 
lem and of sufficient extent to issue a countrywide alert. 

What we’ve done when we see problems with individual compa- 
nies is we can issue an alert very quickly. We did that with mel- 
amine. Two companies were of concern. The import alert for mel- 
amine, for protein concentrates was issued in a matter of weeks in 
that situation. But the malachite green required more testing to 
get to the point where we could say this is a countrywide issue, it 
is not just one or two firms that are causing the problem. 

Ms. Glavin. We also had people from the Center for Food Safety 
in China trying to gather that information and trying to get infor- 
mation and data on the extent of the problem, which helped us in 
putting that import alert out. 

Mr. Whitfield. Let me just ask one other question. My time has 
expired. But why do you refuse to acknowledge China’s certificate 
of export? 

Dr. Acheson. It is not that we’re refusing to acknowledge it. My 
point is that we cannot require it as a condition of entry into the 
United States. 

Mr. Whitfield. So legally you cannot require it? 

Dr. Acheson. Legally we cannot say that that is a requirement 
and without it we would refuse entry. 

Mr. Whitfield. Thank you. 

Mr. Stupak. Mr. Melancon with questions. 

Mr. Melancon. Thank you, Mr. Chairman. 

Ms. Glavin, you talked about high-risk food shipments. I guess 
focusing on that, what is a high-risk food shipment? Does somebody 
have to be critically ill or die? 

Ms. Glavin. There are a large variety of factors. If we’re talking 
about food safety, the factors would be things such as what is the 
food. Certain foods are inherently more risky than others. Where 
is it coming from? Is it coming from a country where we have a 
history of problems? Is it coming from a manufacturer where we 
have a history of problems? Do we have any data that shows that 
there are illnesses connected with that product? So there are a va- 
riety of things that — it is not a single piece of information. 

A number of you have mentioned a new system that we’re pilot- 
ing at one port right now, and that is the PREDICT system, a sys- 
tem that is designed to take the real-time information we have and 
make — help us make decisions in real time about what we should 
look at and what we can let go through without a physical exam- 
ination. 

Mr. Melancon. You talked about the Department had different 
authorities, some that may be new, some that you’re using. How 
many times has the Department implemented any of these authori- 
ties in recent times? 

Ms. Glavin. I’m sorry. 
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Mr. Melancon. When you were doing your testimony, you talked 
about these different authorities that the Department had. And I’d 
have to go back. Both of them were acronyms. 

Ms. Glavin. I’m sorry. I do use acronyms. I apologize. 

There are two issues with respect to food. There are two different 
kinds of things that we do. The first one is unique to food, and that 
is we look for — we have a specific responsibility to look for evidence 
of bioterrorism, intentional adulteration or tampering of food. And 
that is done in conjunction with CBP. It is done on all food coming 
into the country. All food coming into the country has to note — we 
have to be notified before it can enter the country so that we can 
do that screen. 

The second screen is our food safety screen, and that is where 
we look for food safety problems and look — that is the second set 
of criteria that are used that are specific to safety, not to the secu- 
rity side. And that would include things like the type of food, where 
it is sourced, what the company history is, what the history of that 
importer is, et cetera. 

Mr. Melancon. When you get a product that comes in that has 
no certificate, shouldn’t that b^e a flag that we ought to be testing 
that food immediately? 

Ms. Glavin. Not all countries have certificates. But if a country 
offers a certificate, we certainly can consider the lack of the certifi- 
cate if a certificate is available as one of the factors. What Dr. Ach- 
eson was saying is that we can’t use the lack of a certificate as the 
sole reason for denying admission. 

Mr. Melancon. Why can’t we require a certificate on all food 
products? 

Ms. Glavin. We don’t have that authority. 

Mr. Melancon. USDA, you have the authority. 

Dr. Raymond. The Federal Meat Inspection Act and the Poultry 
Products Inspection Act gives us the authority and requires us to 
determine if the country has the equivalent food safety system. 

Mr. Melancon. So I guess the question is, has anybody ever 
asked for that authority over at FDA? 

Ms. Glavin. I’m not aware that they have. 

Mr. Melancon. We know we have got a problem, and nobody 
wants to say, maybe you all need to help us give us the tools. 

Dr. Acheson. Let me respond to that. We certainly recognize 
that we’ve got challenges. And I have acknowledged in my testi- 
mony that part of the Food Protection Plan that we’re developing 
is to address those very challenges that we’re discussing today. 

Mr. Melancon. The large quantities of commodities that come 
in — and, of course, maybe it is easier or harder. I’m not sure. 
USDA has the ability — maybe FDA needs to be talking to them 
about how to monitor this stuff and get it done. And somebody 
needs to say to the Congress, look, we’ve got a problem, food safety 
and other issues that are coming in that are creating problems. 
And in this day and time, I find it difficult, especially after I’ve 
been through 2 years of excuses from FEMA and other agencies 
about why they haven’t done anything. As a member of the bu- 
reaucracy that is supposed to be trying to protect America, tell us 
what we need to do. Don’t come here and give me an excuse why 
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we can’t do it. I can find excuses not to do it. FEMA has got a great 
agency for telling me how to do that. 

So where I am, and I think where we’re trying to come from, is 
I don’t want to continue to see food products coming into this coun- 
try — and I’ve said this on many occasions, we’ve got the dumbest 
system in the world for negotiating trade deals. It is give them 
anything they ask for, don’t check what comes in, and just go about 
your business. And it is not a good system. One person negotiates 
the deal, and then nobody is back here to follow it up. 

Shouldn’t you be talking with the USTR and saying, we need 
food safety, we need country of origin, we need labeling, we need 
certification? If we’re going to protect Americans, shouldn’t you as 
the protectorate of the food supply be asking for that authority or 
that in those trade deals or that of this Congress? 

Dr. Acheson. Again, I find I’m repeating myself. I agree with ev- 
erything you’re saying. Our mission is to protect the public health 
at FDA. That’s what we’re about. And part of my job is regards to 
food safety and food defense. That is critical. 

The plan that I keep mentioning is through getting into the 
throes of clearance, and I would look forward to bringing that to 
this committee or to you personally and saying here is where we 
think we need to go, and let’s have a dialog and establish a part- 
nership in terms of whether the feeling is that this meets the 
needs. 

We recognize that we have got challenges. We recognize that we 
need to make changes, we need a new approach. And that is ex- 
actly what we’re working on. We’re just not quite to the point yet 
where this is out for public viewing. 

Mr. Melancon. My time has run out. 

Mr. Stupak. Thank you, Mr. Melancon. 

Mr. Burgess for questions, please. 

Mr. Burgess. Thank you, Mr. Chairman. 

Dr. Acheson, thank you for being with us today. Dr. Raymond 
testified earlier — his written testimony has a much more eloquent 
definition of equivalence than I used when I spoke a little earlier. 
Why doesn’t the FDA have a similar program of that equivalence 
concept that the USDA uses? 

Dr. Acheson. There are two answers to that at least, if not more. 

Mr. Burgess. Give me the short answer. And I’m actually going 
to submit this for a written response because I think it deserves 
a written response. Let me just ask you to please make that timely. 
We’ve been working with — and make no mistake, I love the FDA, 
I love everything you do, but you guys are slow when it comes to 
getting responses. So give me the short answer on equivalence and 
then I really would appreciate a much longer written response. 

Dr. Acheson. The short answer is authority and complexity. 

Mr. Burgess. The authority being you don’t have the authority, 
and you need us to give you the authority legislatively. 

Dr. Acheson. We don’t have the same authority that USDA has. 

Mr. Burgess. You need that from us in legislation; is that cor- 
rect? Are you asking us for that authority? 

Dr. Acheson. I’m not asking you for that authority. I’m answer- 
ing your question as to why do we not have it. 
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Mr. Burgess. I think it would be a good idea if you had it. So 
if I want you to have it, then we need to write you the legislation 
that gives you the authority to have it. 

Dr. Acheson. I think that leads into my second answer, which 
is complexity. 

Mr. Burgess. Before we get into complexity, let me just ask the 
other question. Would you use it if we gave it to you? 

Dr. Acheson. Within the confines of complexity, you have got to 
look at whether it is usable. 

Mr. Burgess. I was hoping to stay away from complexity for just 
a moment. 

Dr. Acheson. You can’t disassociate the two. 

Mr. Burgess. Would you use it? Would it be a useful tool? Would 
it be a part of your armamentarium that you could go forward and 
provide the protection that Mr. Melancon so eloquently requested 
of your agency? 

Dr. Acheson. If equivalency was applied uniformly to all coun- 
tries, to all products that FDA regulates, it would, frankly, be crip- 
pling. 

Mr. Burgess. Crippling in the fact that we would have such an 
enormous bureaucratic burden, we could never surmount it? 

Dr. Acheson. In many ways. We’re talking about 200-plus coun- 
tries, hundreds of products. 

Mr. Burgess. Is there a way to develop a program of equivalency 
that has the proper safeguards and parameters and boundaries so 
that it is not crippling, but at the same time provides a base code 
of safety that we can once again assure the American people that 
we’re doing? Because they don’t believe us right now. 

Dr. Acheson. I think with adequate resourcing of both finance 
and brain power 

Mr. Burgess. Fast forward. Have you reviewed the legislation 
that has been put forward by Chairman Dingell? Does the 
resourcing present in the legislation put forward by Chairman Din- 
gell, does that provide an adequacy of resources for you? 

Dr. Acheson. It is more than just money. To sort out all of these 
issues of complexity — and I apologize that I keep coming back to 
that 

Mr. Burgess. That’s where I want your written response because 
I know that is important. 

Dr. Acheson. That’s where it gets complex, because we’re not 
just talking about meat, poultry and egg products. We’re talking 
about hundreds of different regulated commodities with many, 
many different standards in different countries, and developing 
that level of equivalency would be unbelievably complicated. 

Mr. Burgess. Again, I do look forward to a timely written re- 
sponse. We’ll phrase that as a written question. 

Mr. Chairman, I really do want to see the response to that be- 
cause I think it has to be part of our discussion when we craft this 
legislation. 

Let me just ask you with the little time I have left, were you as- 
tounded by the response that if someone is up there checking for 
their own product in another country, and they find something 
really bad, they don’t feel obligated to disclose that to any of the 
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regulatory agencies that are also charged with protecting food safe- 
ty? 

Dr. Acheson. As a person who spent many years in clinical prac- 
tice as a physician, it worries me that there may be problems out 
there that we can perhaps do something about and don’t hear 
about it. That is a business decision. Is not a requirement. 

Mr. Burgess. A business decision to be sure, but do you have — 
with your regulatory authority, do you have the ability to go in and 
assess the quality-control measures that are being used by a pri- 
vate company that is then importing to the United States? Whether 
it be an American or foreign company, can you go in and look at 
their quality assurance methods to make sure they’re up to snuff? 

We talked about the statistical tests before. Do you have the au- 
thority to do that? And if so, would you find such a problem with 
the analysis of just the quality assurance, or do you need another 
method of getting that information? 

Ms. Glavin. With respect to food, sir, we do not have the author- 
ity to mandate an inspection of a foreign firm if they choose not 
to have us come. 

Mr. Burgess. I don’t mean to interrupt. But I’m just astounded 
by that. So if a private company that is importing poultry to this 
country says, whoa, on this shipment we have got polonium under 
the chicken wings, we’re not going to bring it in, but we just don’t 
say anything about it? 

Ms. Glavin. Well, poultry is under the USDA, but if it was 
peaches, yes. 

Mr. Burgess. If it was whatever, shellfish or whatever, if you 
found a problem to that order or magnitude, which to me means 
bioterrorism, would you not have authority under the Bioterrorism 
Act to require that information be given to you? 

Ms. Glavin. If we had information, absolutely. 

Mr. Burgess. But if they have information, and they just choose 
not to tell you as a business decision because they don’t want to 
irritate the People’s Republic of China, that is OK? 

Ms. Glavin. I’m not saying it is OK. I’m saying that we don’t 
have the authority to mandate that they give it to us. 

Mr. Burgess. And that would be the situation, that if they said, 
well, we just don’t want to irritate our host, so we’re not going to 
give you that information, that is what would happen? 

Ms. Glavin. That’s right. 

Mr. Burgess. So as we sit up here on this dais attempting to as- 
sure the American people we’re providing oversight, we’ve really 
got no mechanism to go back and check that; is that correct? 

This gets back to Mr. Melancon’s questions about the trade 
agreements. And I realize it is out of the purview of this committee 
and this argument, but clearly that seems to me that is a gaping 
hole that has got to be closed. Or am I missing something? 

Dr. Acheson. I think in the context of foreign companies, you’re 
correct. And as Ms. Glavin has pointed out, we don’t have the au- 
thority to do that. 

Mr. Burgess. Do you agree that that is a potential liability for 
us, a potential vulnerability for us? 
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Dr. Acheson. It is one of the areas that we’re considering in the 
Food Protection Plan is what do we need to do to address those 
kinds of gaps. 

Mr. Burgess. I’m not one that normally eats Chinese eels, and 
I don’t intend to ever begin, but just the whole story with the mala- 
chite green stuff is a little disturbing, that you found the problem 
and it took so long to control the problem. What if it were some- 
thing much more serious? When I say serious, i.e., involving a food 
that I might eat. 

Dr. Acheson. If it was food you were eating, we’d be right on it, 
I can assure you. No. A serious point. We did react very quickly 
when we had issues with melamine. That was in a matter of days 
or weeks once we knew there was a problem. 

Mr. Burgess. And I’d submit that I don’t know that we really 
know when that problem began. I have just uncorroborated testi- 
mony from veterinarians back in my district, boy, we were losing 
a lot of pets, and we didn’t know why. And that worries me because 
I don’t — again, I don’t — and then it comes back to the point that 
if someone knew that we’re grinding up countertops and putting 
them in our dog food, they’ve got to tell you that so you know to 
look for it. Somewhere along the line there has to be some respon- 
sibility of the companies that are providing imports into this coun- 
try or they lose their license, I think. Just my opinion. 

Mr. Chairman, I yield back. I know I’ve gone over. 

Mr. Stupak. Thank you. And I’m sure we’ll go another round or 
two at least with this panel. 

You mentioned melamine. That was Customs and Border Patrol 
that stopped melamine. It wasn’t FDA. 

Dr. Acheson. No, it was FDA which issued the 

Mr. Stupak. We had a hearing. It was Customs and Border Pa- 
trol that was stopping melamine before the FDA ever got around 
to it. Even after the FDA got around to it, it took your lab, like, 
48 hours to discover the melamine because it didn’t know what it 
was looking for, right? 

Dr. Acheson. I beg to differ. It was FDA labs who identified that 
it was indeed melamine. And then it was FDA 

Mr. Stupak. That was the lab 

Dr. Acheson. And then it was FDA that set up the import alert. 
We then worked with Customs and Border Protection to put that 
into practice. 

Mr. Stupak. When is this plan going to be done? You keep talk- 
ing about this plan you want. When is it going to be done? 

Dr. Acheson. As soon as possible. 

Mr. Stupak. That means what? 

Dr. Acheson. I would anticipate — and as I’ve said earlier, it is 
within high levels of clearance within our Department right now, 
within HHS. 

Mr. Stupak. When do you anticipate it is going to be done? 

Dr. Acheson. I hope within the next 2 to 3 weeks we’ll be able 
to get this out. 

Mr. Stupak. And are you going to ask for an equivalency stand- 
ard like the USD A has in this plan? 
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Dr. Acheson. The specifics of that plan are still under discussion 
with our Department. I can’t get into the specifics of what may 
he 

Mr. Stupak. Why can’t you get into the specifics of it? 

Dr. Acheson. Simply because it has not been cleared by my ad- 
ministration. 

Mr. Stupak. Who is the administration, the White House or 
HHS? 

Dr. Acheson. It is both. 

Mr. Stupak. So you’re getting pressure from the White House 
and HHS to do certain things in this 

Dr. Acheson. I didn’t say we were getting pressure. 

Mr. Stupak. No, I did. 

Dr. Acheson. No, I’m not getting pressure. There is a required 
process of clearance, and it is just not completed. 

Mr. Stupak. Does the FDA require additional legislative author- 
ity to apply HACCP requirements to all domestic food producers, 
processors like we have for juice and seafood. 

Dr. Acheson. As you have just acknowledged, we have put out 
HACCP requirements for two products, for juice and seafood. 

Mr. Stupak. Right. So you require further legislative authority 
to do all domestic food producers and processors is my question. Do 
you require additional authority, or can you do it underneath the 
existing HACCP authority since you’ve done it for juice and sea- 
food? 

Dr. Acheson. I’d have to seek a legal answer to that. I’m not an 
attorney, but my understanding of that is if we’ve done it for two, 
we could potentially do it for more using that same approach. 

Mr. Stupak. Sure. So why wouldn’t you do that then, use those 
requirements to make American consumers safer? You did it for 
juice and seafood. Why not do it for the rest? 

Dr. Acheson. As I said, I believe that we do need to be seriously 
looking at putting in preventive controls, and using a HACCP-type 
approach is potentially a way to do that. 

Mr. Stupak. You indicated to Mr. Burgess that you needed more 
resources. We indicated that the Dingell-Pallone-Stupak bill which 
is currently pending, which would generate $500 or almost up to 
$600 million a year for food. Would that be adequate resources. 

Dr. Acheson. It would certainly help. 

Mr. Stupak. But would it be adequate? 

Dr. Acheson. Adequate to do what? 

Mr. Stupak. To provide food safety, to inspect the 99 percent 
we’re not inspecting. 

Dr. Acheson. No. If the goal is to inspect 100 percent 

Mr. Stupak. The goal isn’t 100 percent. Or is that going to be 
the goal of your plan, 100 percent? 

Dr. Acheson. No. 

Mr. Stupak. Is there a percentage your plan indicates? 

Dr. Acheson. No. Simply throwing more money at this to do 
more inspections is not a solution. 

Mr. Stupak. I agree. 

Dr. Acheson. What we’ve got to do is do smart inspections, and 
that means the risk — and it gets back to your earlier point 
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Mr. Stupak. Let’s go back to the Dingell legislation. Has the 
FDA taken a position on the Dingell legislation? 

Dr. Acheson. Not that I’m aware of. 

Mr. Stupak. Has the FDA taken any position on any of the bills 
that have been introduced for the last 10 years on food safety? 
Have you taken any positions on them. 

Dr. Acheson. I’d have to get back to you on what the official po- 
sitions are on any of those previous bills that predate my time in 
this position. 

Mr. Stupak. Ms. Glavin, do you know? 

Ms. Glavin. I don’t know. Sorry. 

Mr. Stupak. I can tell you I wrote the first one in 1998. We’re 
still waiting for an answer. So I hope your plan is not going to be 
10 years. 

Let me ask you this: What specific requests have you made in 
terms of resources from the Commissioner or Office of Management 
and Budget? Have you made requests to them for more money for 
resources, for inspections, for overseas work? 

Dr. Acheson. We’ve made requests through the 2008 budget 
process for an increase 

Mr. Stupak. And how much was that increase? 

Dr. Acheson. I think it was about $10 million or thereabouts. 

Mr. Stupak. What was the $10 million going to be targeted for? 
Hopefully not bonuses. 

Dr. Acheson. I know a portion of it was for research, some for 
foreign inspections. Again, for the record, I could get back to you 
the breakdown exactly of what the 2008 budget request was. 

Mr. Stupak. Let me ask you this: Do you support recall authority 
to he given to the FDA, Dr. Acheson? 

Dr. Acheson. We’ve managed for years without it, and I believe 
we have an effective system. It is certainly one more tool in the 
toolbox that could potentially be used in certain situations. 

Mr. Stupak. Do you support recall authority for the FDA? 

Dr. Acheson. Are you asking me personally? 

Mr. Stupak. I’m asking you, first of all, as a drug czar. 

Dr. Acheson. Food czar. 

Mr. Stupak. Food czar. We’ll get to drugs next week, November 

1 . 

Dr. Acheson. As I’ve said, I believe that it could be a tool in the 
toolbox that could under certain situations expedite recalls. Since 
I’ve been working at FDA in this role for 

Mr. Stupak. What do you want? Do you want only recall author- 
ity for certain types of food or what? I mean, why would you be op- 
posed to a recall authority? 

Dr. Acheson. I’m not opposed to it. 

Mr. Stupak. You are saying only under certain circumstances. 
You’ve got to have the authority before you can use it. Just because 
you have the authority doesn’t mean you’ll use it. So you’ll use it 
where you want. You can’t use it if you don’t have it. 

Dr. Acheson. I’m not opposed to us having that authority at all. 

Mr. Stupak. Good. 

Let me ask you this: You said that your group is looking at — in 
proactive, risk-based and rapid response, correct? 

Dr. Acheson. Right. 
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Mr. Stupak. Proactive, explain that. In what way are you going 
to be proactive? 

Dr. Acheson. That is getting back to the prevention issue. What 
we’ve got to do is build safety in right up front with the manufac- 
turer, at the processor, so that what is being done at the manufac- 
turing level is building preventative controls up front as opposed 
to reacting to them when we get illness. 

Mr. Stupak. Sure. I agree with that. So let’s go back to certifi- 
cation, let’s say like in China, the farms and plants or food process- 
ing place. If that is going to be proactive — and even the President 
is fond of saying we have to fight terrorism overseas so we don’t 
have to fight them on our own shores. So why don’t we have that 
same attitude when we have to fight food safety issues instead of 
waiting for it to arrive in America? How come we’re not being 
proactive in taking it overseas; instead we allow 99 percent of the 
food to come in without ever being inspected. 

Dr. Acheson. That’s exactly what we’re proposing to do. 

Mr. Stupak. How 

Dr. Acheson. What you’re alluding to is pushing the borders out. 
What we’re trying to get away from is this snapshot of the port of 
entry where we make a determination based on the information 
that we receive. 

Mr. Stupak. How are you going to get it overseas? How are you 
going to be proactive overseas? Are you going to assign inspectors 
overseas in countries? 

Dr. Acheson. There is a number of avenues that we can take. 
One is to have a greater foreign presence physically from FDA. 

Mr. Stupak. Is that one you recommend? 

Dr. Acheson. It is certainly one of the possibilities that we’re 
looking at. 

Second is to develop memorandums of agreement with foreign 
governments and to work with foreign governments and, as part of 
that, to get a better insight into the processes and standards that 
are occurring in foreign countries, particularly in the foreign coun- 
tries that we have concern about with regards to food safety. 

And then the second part is working with the industry in terms 
of working with them to look at their processes, their data in terms 
of what they’re doing in foreign countries to help determine relative 
risk of a product coming into the United States. 

Mr. Stupak. All right. My time is up. 

Mr. Whitfield for questions. 

Mr. Whitfield. Just one other question I wanted to ask Dr. Ray- 
mond. Dr. Raymond, the Food and Drug Administration has a list 
of — in their regulations — they have a list of drugs. And they say if 
one of these drugs is present in an animal that is to be slaughtered 
for human consumption, then it is disallowed. At a time when they 
were slaughtering horses in the U.S., even though that meat was 
being exported to other countries, about four of the listed drugs 
were specifically used by — in animals that were used in horse rac- 
ing. And it was a common drug, and a significant number of these 
horses that were slaughtered were racehorses. How do you ensure 
that those drugs are not present when the animal is slaughtered? 
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Dr. Raymond. Part of our regular testing is testing for residues. 
I don’t know that I could answer your question that we know — we 
test them 

Mr. Whitfield. I was told that not every animal was tested. 

Dr. Raymond. That would he correct. 

Mr. Whitfield. That’s correct. So there is a likelihood that — I 
mean — fortunately, it is not consumed in the U.S., hut it was going 
to Europe and Japan. And these drugs, many of them as a matter 
of course are given to animals that race. So they are in there. So 
there is a likelihood that a lot of this meat going abroad had a pro- 
hibited substance in it, I would say. 

Dr. Raymond. I would think that a lot of the drugs that you’re 
referring — I don’t know the exact ones, of course, but they were 
probably things that were used to treat ailments like a tender knee 
or something like that, like an anti-inflammatory drug that may be 
in the system for a very short period of time. And most of the 
horses that would go to slaughter are horses that have long since 
quit racing, and they may not be taking those drugs, and they are 
probably not drugs that stay in the meat. 

Mr. Whiteield. But some of them haven’t been off the track long 
when they’re slaughtered. But you’ve answered the question. So 
thank you very much. 

Mr. Stupak. Let me just ask a few more questions, if I may. 

Ms. Glavin, you made mention of the detain without physical ex- 
amination alerts, that our food products are actually delivered to 
the importer premises, correct? 

Ms. Glavin. That’s right. 

Mr. Stupak. And isn’t it also true that the importer may obtain 
a private lab certification that the product is not in violation. 

Ms. Glavin. Well, when something is detained without physical 
examination, it is the importer’s responsibility to demonstrate that 
the product should be admitted and 

Mr. Stupak. The way to do that, they go to a private lab to show 
that the food 

Ms. Glavin. That is one way they can do it, yes, sir. 

Mr. Stupak. May the FDA audit the private laboratory results? 

Ms. Glavin. We have no regulatory authority over the labs them- 
selves. We certainly look at the lab worksheets in determining 
whether or not we’re going to accept those results. 

Mr. Stupak. So you can’t even audit the lab? 

Ms. Glavin. No. We do some audits, but we have no regulatory 
authority over those labs. 

Mr. Stupak. Do you want regulatory authority over the labs, cer- 
tify these labs that are doing the testing. 

Ms. Glavin. I think that would be something very interesting to 
look into, yes, sir. 

Mr. Stupak. Not interesting. Would you like that authority as 
part of the Dingell bill? Certification of these labs? Because there 
is no certification of these labs, is there? 

Ms. Glavin. No. 

Mr. Stupak. There is no FDA inspections to make sure they are 
doing the testing properly? 

Ms. Glavin. That is right. 
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Mr. Stupak. And you have heard testimony today, and we have 
had it this morning, that basically if you don’t get the test result 
you want, you dump it in the garbage can and get another test 
until you get the one you want. Isn’t that sort of what is being said 
about these private labs? 

Ms. Glavin. I have heard that said, yes, sir. 

Mr. Stupak. So wouldn’t it appear you would want to certify 
these labs to make sure that the test results are accurate before 
we allow this food out in the mainstream commerce? 

Ms. Glavin. I think that would improve the system. It would 
also be a resource concern. 

Mr. Stupak. A resource concern. You mean inspection of these 
labs? 

Ms. Glavin. Yes, sir. 

Mr. Stupak. And have you ever asked for any money to hire in- 
spectors to inspect the labs or to certify labs? 

Ms. Glavin. I am not aware that we have ever asked for that. 

Mr. Stupak. Dr. Raymond, if I may, recently the USDA an- 
nounced recalls of two brands of ground beef In one of those cases, 
it took the USDA 18 days to recall the product after learning about 
its potential health hazard. Why did it take so long? 

Dr. Raymond. In that case we had one illness, one person. Cul- 
tures from that person’s stool did grow out E. coli 0157 :H7. That 
person had consumed frozen hamburgers from the freezer. We went 
and got the remaining hamburgers that were in a box that had 
been opened and tested, 13 tests, and two of them did turn out 
positive for E. coli 0157 :H7. 

At the same time we went out and obtained product that were 
still in enclosed, sealed boxes, so there would be no risk of having 
them tampered with, as is routine and normal for us. And all of 
those samples tested negative. 

So we had no rock-solid, concrete proof to say that that contami- 
nation of the young lady occurred from a product that was contami- 
nated in the plant. And at that time, with just one case, we didn’t 
feel we had the legal standing to go do a recall. 

With the recall, when it did occur 18 days later was because of 
other illnesses that had eaten product that had been produced 
prior to that product that we are talking about. 

So what I’m trying to say, not defensively, but a recall in 7 days 
after we found out would not have prevented any of the other ill- 
nesses, but it took the other illnesses to line up everything to say 
beyond a shadow of a doubt it came from that plant on this produc- 
tion date. And that is when the recall was initiated. 

Mr. Stupak. Does USDA have recall authority, or do you have 
to work with the producer? 

Dr. Raymond. We work with the producers. 

Mr. Stupak. So you don’t have recall authority either? 

Dr. Raymond. We can seize and detain, but we cannot recall. 

Mr. Stupak. You indicated that on your equivalency standard, 
you have 33 countries that are allowed to ship food into here be- 
cause they have an equivalent standard to ours? 

Dr. Raymond. Yes, sir. 
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Mr. Stupak. Does the Department of Agriculture limit the num- 
ber of ports in which USDA-regulated products can he brought into 
the country? 

Dr. Raymond. Mr. Chairman, we don’t limit the ports, but all 
product has to go through one of our import houses. So it can come 
through a port where we don’t have an import house, and it will 
have to be moved by truck or rail to an import house. 

Mr. Stupak. How many import houses do you have then? 

Dr. Raymond. There are about 140. 

Mr. Stupak. And I take it they are in close proximity to some 
of the main shipping ports? 

Dr. Raymond. They are all either at water ports or on cross-bor- 
der border crossings, yes. 

Mr. Stupak. Ms. Glavin, how many ports does the FDA allow 
food to come into? 

Ms. Glavin. Food can come into any U.S. port. FDA-regulated 
food can come into any U.S. port. 

Mr. Stupak. Any port? 

Ms. Glavin. Yes, sir. 

Mr. Stupak. How many ports are there in the United States 
then? 

Ms. Glavin. I believe there are in excess of 300. 

Mr. Stupak. Do you have import houses or anything where you 
limit? 

Ms. Glavin. No, we have inspectors at approximately 90 of those 
ports. 

Mr. Stupak. So if there is 300 and some, and there is 90, so one- 
third at best have inspectors at? 

Ms. Glavin. Yes, sir. 

Mr. Stupak. And are they limited in what hours they can come 
into a port, 8:00 to 5:00, or they can come in at any time? 

Ms. Glavin. That is right. 

Mr. Stupak. Dr. Raymond, how does the USDA decide which 
ports of entry to designate as eligible to receive the shipments? 
Again, is it just because they are in close proximity to the 

Dr. Raymond. Mr. Chairman, meat and poultry products can 
come into any port. It cannot enter commerce until they have gone 
through an import house. So we do not limit the ports. The import 
houses are located 

Mr. Stupak. But the import houses, what happens? They come 
to a port, but they get to an import house. What happens in be- 
tween there? Do they have to maintain them frozen? How do you 
maintain the integrity of the product in between the port and your 
import house? 

Dr. Raymond. Excellent question. Obviously, one of the things 
we do look at at the import house is to make certain that it ap- 
pears that there has been no change in the integrity of the product. 
For instance, if it is a frozen product, and the tox appears to have 
had moisture on it, we are going to get concerned that perhaps the 
integrity was not maintained. But obviously these products are 
going to be shipped under certain conditions, refrigerated trucks, et 
cetera, depending upon the product. 
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Mr. Stupak. How often are the samples of these products col- 
lected for testing by a lab? How are often are the samples col- 
lected? Is that every box? 

Dr. Raymond. No, sir. A little over 10 percent of all the lots that 
come into this country through an import house are opened and are 
more intensively inspected. Probably about 50 percent of those 
boxes that are opened are then further tested for pathogens or resi- 
dues. 

Mr. Stupak. So these lots that come in, you inspect 10 percent, 
correct? 

Dr. Raymond. We reinspect all lots, but we open about 10 per- 
cent of the boxes. 

Mr. Stupak. Who does your inspection or lab test? Do you have 
private labs you send this to? 

Dr. Raymond. No, sir, we have three laboratories that we use. 

Mr. Stupak. All testing is done in-house? 

Dr. Raymond. In USDA labs staffed by USDA personnel. 

Mr. Stupak. The system you use at LJSDA, could that be dupli- 
cated at the FDA for food? 

Dr. Raymond. You mean using the import houses, et cetera? 

Mr. Stupak. Yes. Testing with your own labs, not private labs, 
and 

Ms. Glavin. Are you asking me? I am sorry. 

Mr. Stupak. No, I am asMng Dr. Raymond. Could your system 
be duplicated for the FDA? 

Dr. Raymond. I don’t know that I can answer for the FDA. Per- 
haps portions of our system could be modeled. But I have to point 
out that it is our authorities that require what we do, and it is our 
authorities that Congress funds us to have those resources avail- 
able so we can meet the authorities in the Federal Meat Inspection 
Act. 

Mr. Stupak. Your resources comes from an inspection fee; do 
they not? 

Dr. Raymond. No, sir. Congress gives us a great majority of our 
resources to do what we do. 

Mr. Stupak. Have you had to come back to Congress to ask for 
extra resources to do your job, USDA, to do the inspections? 

Dr. Raymond. We have, and we will continue to do so, I am sure. 

Mr. Stupak. Have you received the resources that you requested 
from Congress or 

Dr. Raymond. Periodically, sir. Sometimes yes, sometimes no. 

Mr. Stupak. Are you short of resources now? 

Dr. Raymond. I think we have what we need right now to do the 
job that we are asked to do. 

Mr. Stupak. Thank you. I have nothing further. 

Mr. Whitfield? 

Hearing no other Members seeking to ask questions, we will dis- 
miss this panel. Thank you all very much for being here. That con- 
cludes our questioning. I want to thank all of our witnesses for 
coming today and their testimony. 

I ask for unanimous consent that the hearing record will remain 
open for 30 days for additional questions for the record. Without 
objection, the record will remain open. 
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I ask unanimous consent that the contents of our document bind- 
er be entered into the record. Without objection, the documents will 
be entered into the record. 

That concludes our hearing. Without objection, the meeting of 
the subcommittee is adjourned. 

[Whereupon, at 1:32 p.m., the subcommittee was adjourned.] 

[Material submitted for inclusion in the record follows:] 
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David W,IC Acheson, M.D. 

Assistont Commissioner for Food Protection 
Food and Drug Administration 
U.S. Department of Health and Human Services 
5600 Fishers Lane 
Rockville, MD 20857 

Ms. Margaret O’K. Glavin 

Associate Commissioner for Regulatory Affairs 

Food and Drug Administration 

U.S. Department of Health and Human Services 

5600 Fishers Lane 

Rockville, MD 20857 

Dear Dr. Acheson and Ms. Glavin: 

Thank you for appearing before the Subcommittee on Oversight and Investigations on 
Thursday, October 11, 2007, at the hearing entitled “Diminished Capacity: Can the FDA Assure the 
Safety and Security of Our Nation’s Food Simply? — Part in.” We appreciate the time and effort you 
gave as a witness before the Subcommittee. 

Under the Rules of the Committee on Energy and Commerce, the hearing record remains open 
to permit Mahers to submit additional questions to the witnesses. Attached are questions direct«l to 
you from certain Members of the Committee. In pr^aring your answers to these questions, please 
address your response to the Member who has submitted tiie questions and include the text of tiie 
Member's question along with your response. As you have been asked questions from more than one 
Member of the Committee, please begin the responses to each Member on a new page. 

To facilitate the printing of the hearing reconl, your responses to these questions should be 
received no later than the close of business Monday, December 3, 2007. Your written responses 
should be delivered to 316 Ford House Office Building and faxed to 202>225-5288 to the attention of 
Kyle Chapman, Legislative Cleric. An electronic version of your response should also be sent by e- 
mail to Mr. Kyle Chapman at kyle.chap 111 an@maiLbon 5 e.gov in a single Word formatted document. 


David W.K. Acheson, M.D. 
Ms. Margaret O’K. Glavin 
Page 2 
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Thank you for your prompt attention to this request. If you need additional information or have 
other questions, please contact Kyle Chapman at (202) 226-2424. 



Attachment 


cc: The Honorable Joe Barton, Ranking Member 

Committee on Energy and Commerce 

The Honorable Bart Stupak, Chairman 
Subcommittee on Oversight and Investigations 

The Honorable Ed Whitfield, Ranking Member 
Subcommittee on Oversight and Investigations 

The Honorable Michael C. Burgess, Member 
Subcommittee on Oversight and Investigations 
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Honorable John D. Dingell 
Cbainnan 

Committee on Energy and Commerce 
House of Representatives 
Washington, D.a 20515-6! 15 

Dear Mr. Chairman: 

Ifiank you for your letter of SqMcmber 1 2, 2(H)8, regarding the October I i , 2007, hewing 
entitled “Diminished Capacity: Caw the H)A Assure the Safety and Security of Our Nation’s 
Food Supply? - Part HI,” and the January 29, 2008, hearing cnutled “Science and Mission at 
Risk: FDA’s Self- Assessment.” Your letter requested respt^n.ses to atiditional questions for 
the record submitted in two previous letters. 

We sqK>logisf,e for the delay in providii^ these responses. We are now providing the Food 
and I^g Administration’s (FDA or the Agency) re.sponses fo the questions from each 
Member on the “Dimmi.died <!!ap«icity: ('an the FDA Assure foe Safety mid Security of {!)ur 
Nation’s Food Soj^ly? - Part 10” hearing. We will provide responses to the questions from 
the “Science and Mission at Risk: FDA’s Self-Assessment” hearing as soon as possible. 

We have rcstatol each question in bold, followed by our response. 

Oiicgeiong from The Honorabk Ed Whitfield 

I. PREDICT has been operating for over 3 years now. Please (a) explain why the 
Food and Drag Administration (FDA) has not expanded Its apfdkatiott and 
operations to include additional import categories «id to operate at more ports of 
entiy and (b) provide FDA's plans for expansion, 

A pilot test of the PREDICT prototv'pe system was conductwl by FDA during summer 2007. 
Tic prototype system Is currently limited to seafood, and the pilot test sva.s limited to (seafood 
imported throu^i a small number of poite in Soufoero Cahtbrnia, FDA is working oii 
expanding the prototv'pe to become a full pr«7duction application with additional capabilities. 
'Fhe current plan is to include all FDA-regolaled products at all ports by 3'** miarter Fiscal 
Year (FY) 2009, but with u limited screening rul&sel. Ihe full risk-baMxi ruleset is scheiuied 
to be iiTq>lementod by the end of FY 2009. <^n-souree intelligence activities will be 
expanded. The P'^DICT entry reviewer screens are* being integrated into FDA’s enterprise- 
wide in^KMt system, with user acceptance testing planted for November 2008. 



127 


Petge 2 “ Hie Hononrtile John D- lltagell 


Considerable work mast be done by subject raalter experts to develop the extensive risk-based 
criteria which will be nsquired for PREDICT. FDA’s Center for food Safety and Applied 
Nutrition (CFSAN) is developing an entianceil method of priority setting, which is a 
qualitative, relative risk ranking method. It lakes into eomidetution both the likelihood of a 
product containing the hazard and the severity of that hazard, i.e,, physical consequences of 
consuming the hazard-containing product. 


2. How does FDA’s J une 2007 import alert oit Chinese aquaculture products 
differ from FDA's November 2001 import alert related to drugs to 
aquaculture products? Did it shift the burden of proof? 

Import Alert (lA) 16-124, issued on November ]6,2001,£q>plies to specific aquaculture 
products from specific foreign firms, including some firms in China. The^ prodaefe are 
subject to detention widiout jAysical examinadon (DWPE), because FDA had detected 
residues of unapproved new animal drugs in past shipments of Otese products fioro these 
firms. If detained, to be pcimitted entry into the United St^es, information could be 
provided to show the product meets applicable standards, such as testing hy a folrd-party 
laboratory for the residues that resulted in the Ann's products being placed on the import 
.A,lert. Other aquaculture products from these firms or these or other products fiom other 
firms would not be subject to DWPE based on this Import Alert. 

lA 1 6-l.il, Tiisued on June 28, 2007, is a countrywide DWPE for aquaculture Shrimp, catfish, 
basa, ccl, amd dace imported only frotn China. This import alert was based on findings of 
residues of unappwved new animal drugs during target^ Sampling fiiwn Oclober 2006 
through May 2007, observation.s made during the FDA in^section mission to China in 
September 2006, and other infonnation. FDA conelurted that the evideime indtcaites that foe 
use of such drugs is widespread in China in these referenced species, and that conlinuaticm of 
DWPE on a firia-by-firm basis under lA 16-124 was not sufficient to prevent introduefion of 
adulterated product into (he United StAes. As a result, FD.A issued lA 16-131 toapplytoall 
CMnesc exporters of foe specified products, regardle.ss of whefoer or not their product had 
previously tested po.sitive for a residue of an unapproved new animal drug. 

3. In July 2005, the South Korean FDA found that Chinese eel imimrts were 
tainted with a cancer-eausing disinfectant called malachite green and 
moved that snmraer to block Chinese eel Imports. In January 2006, 
Canada blocked Chinese mI imports for the same reason. In February 
2006, FDA bad information in band from PREDICT that other foreign 
countries, including Canada and South Korea, had banned the import of 
Chinese eel because of the presence of malachite green. Vet, in your 
response to questions at the hearing, yon said FDA did not act until 
November 2066 because it had to conduct shfUcient tmting to determine this 
was a cmiRtrywide issue. 

a. Seefion 801 of the Food, Drug, and C^metie Act exptieitiy authorizes 
FDA to refuse admission of articfca tha igtycar to violate the Act. Why 
did FDA not shnply rdy on the informatkm foont Bmitit Koren and 
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Canada to iasne an liopnrt alert? Did FDA. seek snppnrting evidenee 
from Sonttt Korea, Canada, or any other government? 


Aldiough there is soilldont evidence to suggest that the United States and Caiada constitute a 
single market with respect to seafood from China, FDA is not in a position to assert that the 
same is true with respect to the Republic of South Korea, Such an assertion would be 
necessary to suggest that Chinese product tested by dte government of South Korea and found 
to have residues of an un^proved new animal drug would have relevance to the likelihood 
that Chinese product shipp^ to the United States would Itave simtlar residues. It is entirely 
possible feat different suppliers and different practices exist for the Sothh Korean market 
exist for the U.S. m®ket 

Because of the similarity between the U.S. and Canadian markets, FDA has engaged in 
ongoing discussions with the govenmieut of Catmda on the exchtatge of data. Canada has 
been able to sujgtly summary data of samples of aquacultote fish tested for residues of 
anafiprovKi new aninuil drugs and these have been very useful to help FDA torget problems, 
such as malachite green in eels, of winch FDA was not aware. However, because of legal 
constraints, the ^vmnmcnt of Canada was not able to {novide the indmdual laboratory 
analytical wcataheets feat would enable FDA to ensure that suitable analytical methods were 
used, that the methods were properly applied, mid that the analytical conclusions are sound. 
Because of this, FDA developed its own data upon which to support an import alert. 

b. In 1999, FDA detained eiy; imports from France, Belginm, and the 
Netherlands based on reports from Europe about potycblerinated biphenyls 
and dioxin contaminaiton. Why was FDA able to issne an import alert in this 
case, but not rely on other country ittfonnatlon in the case of Chinese eei 
imports? 

FDA has not been able to find any infixination on a 1 999 import alert on eggs for 
polydilorinatod biphenyls or dioxin confaminatioit. 

c. Why did it take 5 months for FDA to test Chinese eel samp^ in which FDA 
continued to find unapproved drags? Did FDA issue a» Import Bniletin while 
it was testing Chinese eel snmpies and, if so, when wns the Bidiettn issued? 

The Canadian Food Inspection Agency (CFIA) issued a country wdc Import Alert for cel 
from Chma in January 2006, Based on that information, FDA revised Import Bulletin 16B05 
on February 3, 2006, to include cel from China. From that time foiward, FDA’s field staff 
began collecting samples of aquacuUured eei from China. When samples were found to 
contain residues of an un^proved new animal drug, e.g., mulatfeite ^een, FDA placed tltc 
Chinese exporter on lA 1 6-124. By November 2006, FDA had sufficient evidence to support 
an assertion that fee probl em of malachite green use in Chinese eel aquactdiare was 
widespread and that continnafion of DWPE on a firm-by-fitni basis t^cr lA 16-124 was not 
sufficient to prevent introduction of adulterated product into the Uitited Slates. As a result, 
lA 16-130 was issued on Novembta: 14, 2006, to tq^ly to all Chinese exptxters of 
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aquacuitured eel, regardless of whether or ta)t their product had pie vioaaly tested positive for 
residues of malachite peen. 


d. According to (be testimony at Dr. Murray Lnmpkitt before the ISenate in July 
2007, violalivc eel product continited to be shipped, eveit after the 2004 import 
alert. Why did Die import alert fail? 

The import a lert did not tail Shipments of eel fiom China, offered for entry into the United 
States ^er Kovemher 1 4, 2006, were detail^ based on tte import tmd refused 

adtnksion, either because testing showed the presence of illegal residues of malachite grmt 
Or other chemicals, or infotination was not submitted to dww that die product was admissible. 

e. In terms of Chinese ceis, how did tte June 200? Import alert dilihr from the 
2004 import alert? 

lA 16-130, the 2006 import alen that applied only to eel, was caihreled when lA 16-131 was 
issued, because the latter import alert ^plied to a gtoi^ of five specks that included eel For 
eel, it covers not only illegal residues of malachite green, but also of gentian violet. 

Otherwise, with respect to eel, the two import alerts ate essentially the same. 

f. Why did the Jtnne 28, 2007 import alert not include tUapia, ev^ though 
malachite green resMue was fonnd in nnmerons samples of this species? 

For approximately two years prior to i.ssuance ofJA16-131,FDAhad two out of 86 Chinese 
tii^a samples test positive for residues of malachite green. FDA detemnned not to include 
tUapia with the other named species in lA 16-131 for cmmtrywiito DWPE because of diis 
relatively low violation rate. However, individual exporters of tilapia from China are subject 
to DWPB under lA 16-124. 

4. According to information FDA provided to Minority Committee staff Die evening 
before the hearing, FDA has no fuB-time import inspectors, no ftiB-time import 
investigatort, and 30 fnli-time impoit entry reviewers. FDA ktentified 213 
employees who spend the majori^ of their time on import acDvitics. Why are 
thein no fail-time import inspectors or investigatOTS? Does FDA have a plan to 
have fnll-time import inspectors? Does FDA have any other plans to increase 
the number of staff assigned to import operations? 

The A gency is increa-sing die number of staff related to al l foods programs, including imports. 
There may be some positioiui that are filled in large import locmions, where litey will be 
focused on import activities and become essenfialiy full time hi thm activity. Our hiring plan 
includes many large iniport areas, but the job announcemenls fe these positions mid locations 
are the same and the qualifications for either an import or domestic position are the same. 


As part of a total increase in field investigators, FDA will increase the number of st^F that 
will have import responsibiUties. 
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Overall, oar food protectios investeeats for FY 2008 and F Y 2009 will allow FDA to 
Jftctease our professional staff by at least 500 Full Itine Employees (FTEs) across all public 
health programs, inclndii^ at least 375 FTEs to sufgrott FDA’s Office of Regulatory Al&trs’ 
(ORA) domestic aad foreign inspeetion program. By the end of FY 201 0, when the ORA 
investigatots - -hired with FY 2008 and proposed FY 2009 increases — are trained and 
deployed, the increased inspection program resources will give FDA the capacity to conduct 
an as^ifional 850 foreign food inspections, an increase of stt least 2,000 dontesdc food 
inspections, and an additiotsal 40,000 import food field exams, 

5, The prkH* notice center receives 33,000 notices of food imports daily, and J1>A 
claims it inspects 1 percent of ail food imports; does FDA enadnet over 33Hi food 
inspections dai^? 

The 1 pttcent number k an average that relates to the admissibility of all FDA-regulated 
fHoAicts entering the United States, not just food. In FY 2007, FDA (Aysically examined 
L28 petcemt of foe ^proxknately 9,4 million food import ctdr>' lines, *Thysica!ly examined” 
means that FDA citte conducted an import field examination or a labormoty analysis on an 
import sajuple of an individual import entry line. To claaif)', this percentage is calculated by 
taking foe total number of import food field examinations, plus foe totrf number of import 
lifooratnry samples analyzed aid dividing that by tJte total number of import entry line 
decisions. Tlu! number of prior notice tmdews is not part of the cafcalation. 

It is importait to note that while FDA is not able to physically inspect a large petuenlage of 
import entries, it does electronically screen all import entries for a varied" of ri^ factors. 

This screening helps FDA peiamncl ifosntify which .foipments meet identified criteria for 
physical examination, sampling and analy.sis, or other review. With the FY 2008 
.supplonoital funding, we expect to perform an additional 20,000 imported food field 
examinations in FY 2(K)9. 

6. Ileiw often do FDA employees inspect foreign estahUshmente involve) in the 
prodttctioB or distrihation of food set for export to the V.S.? 

Up to 230 countries export food products to foe Umted States each year, and 2 10,785 foreign 
food and feed firms had register^ with FDA as of September 1 1 , 2008. To use its resources 
wisely, FDA determine ^jecilic firms to inspect, using a risk-based selection meftod. 

Planning for foreign inspections is begw one fiscal year prior to foe tmget fiscal year of the 
inspection. CFSAN management, in conjunctioa with ORA, Wtetffies foe number of 
inspections that will take place in foe fiscal year. Nwnsaoas foctm are to determiste 
firms for impection, and foe following are examt?lc$ of criteria used for the selection of; 

• Countries - major food exporters to foe United Stetes; compliance problems as 
detetmiited by detention isifonnation; recrmt dcvelopmait of a partkuim’ indusay; 
credible information fi»m foreign govranments, intematio^ agencies, or 
organizations raking .safety or quali^ concerns utith the country’s exports. 
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• Prodatas - Prodacts istenttU^J ia QPSAN’s wwrettt fai^-risfc definitton for 
domestic coverage; current foodborae illness otttbteafa; ^mpKance problems; 
credible information raising ^ety or qisjlity concerns; ihi^rt alertsfoulletins; 
industrywide compliance pnrblems as dctermlned by detentions, refesals, 
ilistablishment Inaction Reports (EIRs), Warning Letters, undtted letters, foreign 
or domestic recalls, or consumer complaints. 


• Firms ~ fooces-sots ot'hi^-risk products; current illness otabteaks or product 
defects; mwt^hnology or processes thjd raise safety cpocems; focus on firms 
prodiKing and shipping large quantities into the (inlted States, or smaller 
quteititics intended for vulnerable populations; findibgs of audits or verifications 
of firms covered by Memorandums Of Agreement or Mmmandums Of 
Underaaiiding; travel efficiencies, e,g,, geographically situated close to other firnw 
in the same trip. 

Foreign inspections are just one component of FDA's approach to niake informed dccisi!On.s 
about foe admissibility of products. At die border, FDA conducts toutine surveillance 
inspections of imported goods to check for compliance with U.S. requirements. Alfoou^ 
FDA is not able to physically inspect a large percentage of import entries, all import entries 
are electronically screened ttough OASIS for a variety of risk foctors, OASIS is an 
autonteted system for processing roA-reguIatcd products offered for import and helping FDA 
make admissibility determinations. It includes criteria desisted to identify those prerincts 
posing foe greatest safety risk and to determine if the shi jHiient meets identified criteria for 
physical examination or sampling and aunlysis or warrants other review by FDA personnel. 


FDA also uses infomiation submitted under the Prior Notice requirements to target food that 
may be intentionally contaminated or otherwise pose a significant hedfo risk. This advance 
notice of imported food enables FDA to deienafate wbidi shipmatts pose such a significant 
risk that they should be inspected at the border. 


To maitege foe increasing volume of inerts, FDA is refining its targeting abiliQ' to utilize 
data fit»n a much wider range of source to better inform entry ttecisions. By improving its 
use of information technology (IT) systems and other systefn.s in FDA, foe Agency can better 
identity products on which to perform ^ditiona! sampling for likely contaminants. 


FD.A also wotks on food safely jsioritics tlvough its diplomatic relationships ®id provides 
technical as-ristanceto foreign regulatory entities. As we have done wifo China, we are 
entering itrto form^ a^mnmtts wifo foreign govenunents. FDA’s Beyond Our Borders 
Initiative i s a coroemtone of the Action Plan for Import Safety, and includes establbhing 
offices in Cfiina, India, Lmin America, Eurt^, and foe Middle East. 

In addition to FDA foreign inactions and import exams, tliis initiative also relies on greater 
collaboration with foreign regulators, use of third-parties to provide information about foe 
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compliant'e of r^ulated indastry wife FIM standacds, and greater FDA direction to regaiated 
industry to ensure their giobal acti vities meet FDA standards. 


The Federd Food, Drug, and ttosmetic Act (FD&C Act) requires all food products distributed 
in fee United Sttaes — 'i^iettscr produced domestically or abroad —to meet fee s«nc standards. 
In fee Import Safety Action Plan and the Food Protection Plan, we tm proposmg additional 
measures to supplement eunent aatfeiriUes that would cntmnce FDA*s ability to determine 
vfeethcr a food product imported irom another country meets fee stme safety stand^ds as 
those requited of foods in the United Stales. 


Specifically, we propose to; 

• Accredit highly qualified third parties for voluntary Ibod in^-ettons. 

• Refuse admission of food if FDA’s efforts to conduct a foreign mgjection are unduly 
delayed, limited, or denied at a facility where fee product was manufactured, 
processed, packed or held. 

• Require electronic import cerdficates for shipments of designated high-risk products. 

A. Are these routine surveillance iaspectkms ‘Yor cause”? 

ITte food and cosmetic inspections in FY 2007 were surveillance insqiections of firms 
tftat were targeted using fee Agency’s risk-based approach or were in direct follow‘-up 
to infotmation or emergencies that suggested a firm is making an adulietated product 

B. How many foreign inspeetioBs of food-related facilities did FDA perform last 
year? 

Jh FY 2007, FDA conducted 96 foreign iSrod inspections. With the FY 2008 supplemental 
funding and fee proposed irra-eases for FY 2009, FDA will be able to conduct an additiona! 
850 foreign food iaspections by fee end of FY 2010. 


0«(»tions from The Honorable Michael C. Burpess 

1. Equivalence Is the foandation for the United Stnfea Department of 

Agricnltarc's (USOA's) system of imports, which has prbdaced safe imports 
of meat, ponttry, and egg products. 

a. Aside from statutory limitations, please explain why FDA does not have 
a similar system of equivalence in place for its own import systmn? 

b. Assuming it had statutory uttthori^ to implement such a s^-stem, what 
would be the pracHcaf issues FDA would have to confiroat should it seek 
to implement an equtvateuce standard? 
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c. Whut parts of USDA's equivaleiteo system eouid be reaso&ably applied 
to FDA's own import system? 

PDA does not beliwe equivalence determinations can be used as a routine mechanism to 
ensure that imported fbods are equaily as sate as D.S. produced foods. Iqoi valence 
detenninations ate teehnicatly complex activities wltich are very resource intensive. Usually 
ail or major portions of a food safety system, including infrtrstouctiae, program design, and 
actual control measure.s, need to le evaluated. Where relativeiy few products and onmtrit^ 
are involved (such as for meat and poultry whose reiqMmsibillties IMI to the United States 
Depaiftnent of Agriewitute’s Food Safety Inspection Service), routine equivalence 
detemunations cm be done. For situations invoiving many foods (thousands) and a large 
numbo’ of countries (more than 21)0), as is the ease for FDA, using eqmvalence routinely as a 
significant tneans to help ensttre food safety has not proved to be feasibie. Establidung 
equivalence with so nmy eoimtrics on so many cmnmoditles would be a massive undert^ing 
th(d would take many yems and vast resources to accomplish. 

It should be noted that FDA does establish agreements and arrangements with countries 
relating to food, safety, particularly witli respect to stmh areas as tnfotmatiou sharing and lists 
of tqrproved establishment. FDA also pmticipates in the Codex AMmentarius Conanission 
to kumonize international standards , FDA will continue to work on fixxl safety jwiorities 
through its diplomatic relationships and provide technieal assistance to foreign regulatory 
entities. As we have done with CMna, we arc entering into formal agreements with foreign 
gtsvermmatts. 

Ilte FD&C Act requires all food products distiibuteai in foe United States — ^whether pnxhtced 
domestically or abroad~-to meet the same standafd,s. In tiie Imptat Safety Action Plan and 
the Food Protection Plan, we are proposing additional measures to supplement current 
authorities that would enhance FDA’s ability to determine whether a food product imported 
ftom another country meets the same sal'efy standards as those reqmreti of foods in the United 
States. 

Specifically, we propose to; 

• Accredit hi^y qualified third parties for voluntary' food inspections. 

• Refuse admission of food if FDA's efforts to conduct a foreign inspection are unduly 
delayed, limited, or denied at a facility where foe product was mamilactured, 
processed, packed or held. 

• Require electronic import certificates for siuptuents of designated high-risk products. 


Togetiter, these steps will help to elevate the standards of imported goods, 

2. What obligations do companies have to inform FDA anthorili^ of a problem they 

earn about or deteet with hnpmtis. 

Under certain eircumstanees, comjwiies are obliptcd to mfoim FDA of proWems they learn 
about or detect. In general, these requmanents are applicable leprdless of wfoefoer the 
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product was produced domestically or was imported. The statutes and regulations governing 
the primary reporting requirements, by product area, are: 

Drt^ 


21 CFR 3 10.305 -- Records and reports concemtt^ ad verse drug experiences on 
madteted prescription drugs for human use without approved new drug fg>piications. 

21 CFR 312.32 -- Investigational new drug safety reports. 

21 CFR 3 14.80 — Postmarkedng reporting of adverse drug e.xpfflience.s. 

21 CFR 314.81 - Otiier postmarioiting reports. 

Section 760 of the FD&C Act -- Serious adverse event reporting for nonjxescription 
drugs. 

21 CFR 514.80 — Records and reports concerning exiKiience with approved new- 
animal drugs. 

Bialagks 

Section 2125 of the Public Health Service Act - Repotting ofchildhood vaccine 
adverse events. 

21 CFR 600,80 -- Postmarketing reporting of adverse experiences. 

21 CFR 1271.350 ~ liuntan cells, tissues, and cellular and tissue-based product 
reporting. 

Devices 

21 CFR part 803 — Medical device reporting. 

21 CFR. part 806 — Medical Devices; Reports of Corrections mid Removals. 


Radiation-emitting Products 

21 CFR 1 002.20 - Retorting of accidental radiation occurrences. 
21 CFR part 1003 - Notifleatirm of defects or feilure to comply. 


Food 

Section 761 of the FD&C Act — Seriotui adverse cv'ent reporting for dietary 
supplements. 
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Section 4 1 7 of the Act -- Repottabfe food >'egistr>'. 


2 1 CFR 1 06, ! 20 - lafaiit tomuia; New fonnoiations ami Tefonnulations. 

a. Should coinpaole» have a specifie obligation to iufomi aathoritiea of 

pinblcniv, perhaps) through a $af« harbor iueehansitin to cneourage reporting? 

FDA is interested in kartiing of issue.s (hat may affect the qiiaiity of imported prodncis. As 
noted above, there are a matilter of existing reporting requirements. 

Tltaiik you for your interest in this matter. Please let us know if tere ttre furtlier questions. 



Stephen R. Mason 

■Acting Assistant CJorninissiorter 


for Legislation 
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Food and Agricultural Imports from China 
Summary 

U.S. food and agricultural imports have increased significantly in recent years, 
causing some in Congress to question whether the U.S. food safety system can keep 
pace. A series of recent incidents have raised safety concerns about Ae many foods, 
medicines, and other products from China in particular. For example, m early 2007, 
evidence began to emerge that adulterated pet food ingredients from China had 
caused the deaths of an unknown number of dogs and cats. In late June 2007, the 
U.S. Food and Drug Administration (FDA) announced that it was detaining all 
imports of farm-raised seafood from China (specifically, shrimp, catfish, basa, dace, 
and eel) until the shippers of these products could confirm they are fiee of 
unapproved drug residues. 

U.S. imports of all Chinese food, agricultural, and seafood products have 
increased fiom nearly 0.41 1 million metric tons (MMX) in 1996 to 1.833 MMT in 
2006, a 346% rise. The increase by value was 375%, firom $880 million in 1996 to 
$4.2 billion in 2006. China was the sixth leading foreign supplier of agricultural 
products to the United States and the second leading seafood supplier in 2006 . When 
seafood values are combined with food and agricultural products, China was the third 
leading foreign supplier, after Canada and Mexico. 

Two federal agencies — FDA and the U.S. Department of Agriculture’s 
(USDA’s) Food Safety and Inspection Service (FSIS) — are primarily responsible 
for the government’s food regulatory system, although a number of other federal, 
state, and local agencies also have important roles. For imports, FSIS (which has 
oversight over most meat and poultry) relies on a very different regulatory system 
than FDA (which has oversight over other foods). Although all imported food 
products must meet the same safety standards as domestically produced foods, 
international trade rules permit a foreign country to apply its own, differing, 
regulatory authorities and institutional systems in meeting such standards, under an 
internationally recognized concept known as “equivalence.” 

Despite recent statements by China that it is moving aggressively to improve its 
food safety system and close unsafe plants, some Members of Congress have 
expressed sharp criticism of both China’s food safety record and U.S. efforts to 
insure the safety of imports. Congressional committees have held, or are planning, 
hearings on fo(^ safety concerns generally and on the China situation particularly. 
On May 2, 2007, Senator Durbin won unanimous approval of an amendment to the 
Senate-passed FDA Revitalization Act (S. 1082) that would require domestic and 
foreign facilities to notify FDA of food safety problems, and would require FDA to 
establish a central registry for collecting information and notifying the public about 
adulterated foods, and for notifying the public about adulterated human or animal 
foods. The amendment includes elements of his proposed Human and Pet Food 
Safety Act of 2007 (S. 1274), introduced as H.R. 2108 by Representative DeLauro. 
Separate bills (S. 1776 and H.R. 2997) would, among other things, impose new user 
fees on food imports to help cover the cost of their screening. More comprehensive 
bills (H.R 1 148/S. 654) would combine current federal food safety oversight under 
a new food safety administration. 
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Food and Agricultural Imports from China 

Introduction 

Food and agricultural imports have increased significantly in recent years, 
causing some in Congress to question whether the U.S. food safety system can keep 
pace. Analj^ts point out that domestically sourced foods also can pose safety 
problems, as evidenced by recent outbreaks of illness linked to consumption of raw 
produce and by continuing recalls of meat and poultry products due to bacterial 
contamination.' 

However, a series of recent incidents have raised safety concerns about the many 
foods, medicines and other products finm China in particular. For example, in early 
2007, evidence began to emerge that adulterated pet food ingredients firom China had 
caused the deaths of an unknown number of dogs and cats. Furthermore, some 
ingredients also were fed to U.S. food animals, althou^ federal officials claimed that 
humans were not at risk. In late June 2007, the U.S. Food and Drug Administration 
(FDA) announced that it was detaining all imports of farm-raised seafood finm China 
(specifically, shrimp, catfish, basa, dace, and eel) until the shippers of these products 
could confirm that they are fiee of unapproved drug residues. 

Although it has strongly defended its record, the Chinese government also has 
announced a variety of steps to improve the safety of its food and drug exports, 
mcluding plarmed major revisions in its regulations, new inspections, and the closure 
of nearly 200 problem plants. 

These and other developments have greatly heightened public and congressional 
scrutiny not only of China’s own food safety regime, but also of the adequacy of U.S. 
import safeguards. In the IlO"* Congress, a number of congressional committees 
have held hearings on or launched investigations of food imports from China and 
elsewhere and the U.S. laws and regulations designed to ensure their safety. Bills also 
have been introduced aimed at clarifying and expanding federal authorities and/or 
reorganizing agency responsibilities. FDA officials claim that they are examining 
how best to determine relative risks among products (imported and domestically 
produced) and among exporting countries. Underlying all of these efforts is the 
question of whether the agency has sufficient money aird staff to address these risks. 

Import Trends 

U.S. imports of agricultural and seafood products firom all countries increased 
fi'om 32.9 million metric tons (MMT) in calendar year 1996 to 46.7 MMT in 2006, 
or by 42%. The increase by value was 98%, firom $40.1 billion in 1996 to $78.5 


' See CRS Report RL32922, Meat and Poultry Inspection: Bac^ound and Selected Issues, 
by Geof&ey S. Becker^ and CRS Report RL3 3722, Food Setfety: Federal and State Response 
to the Spinach E. coli Outbreak, by Donna V. Porter. 
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billion in 2006. Among the product categories that at least doubled in volume during 
the period were live animals, wine/beer, Ouit/vegetable juices, wheat, coffee, snack 
foods, and various seafood products.^ 

Not all agricultural imports enter the human food supply, some products are 
used as ingredients in pet food and animal fee4 in manufactured goods (e.g., rubber), 
and in the nursery plant trade. Nonetheless, consumers are ob tainin g a growing 
portion of their diets from overseas. In 2005, nearly 1 5% of the overall volume of 
U.S. food consumption was imported, compared with 11%-12% in 1995. The 
proportions (volume) for some food product categories are much higher in 2005 as 
much as 84% of all U.S. fish and shellfidi was imported (55% in 1995); 43% of all 
noncitrus fresh fruits (34% in 1995); 37% of all processed fruits (20% in 1995); and 
54% of all tree nuts (40% in 1995).^ 

U.S. imports of Chinese agricultural and seafood products have increased &r 
more rapidly than the global increase, fromnearly 0.41 1 MMT inl996 to 1.833 MMT 
in 2006, a 346% rise. The increase by value was 375%, from $880 million in 1996 
to $4.2 billion in 2006. 

In 2006, China was the sixth leading foreign supplier of agricultural products 
to the United States (after Canada, Mexico, Italy, Australia, and Ireland, in that order) 
and the second leading seafood supplier (after Canada). When seafood values are 
combined with agricultural products, China was the third leading foreign supplier, 
after Canada and Mexico (see Table 1, below). 


Table 1. Leading Suppliers of U.S. Agricultural and 
Seafood Imports, CY2006 

(value in billion U.S. dollars) 






Canada 

$13,433 

$2,184 

$15,617 

Mexico 

9.390 

0.454 

9.844 

China 

2.262 

1.922 

4.184 

Thailand 

1.812 

1.334 

3.146 

Italy 

2.802 

.009 

2.811 

Indonesia 

2.023 

0.778 

2.801 

Chile 

1.774 

.952 

2.726 

Australia 

2.487 

.091 

2.578 

Brazil 


.130 

2,367 

Ireland 

2.354 

.008 

2.362 

World Total 

65.333 

13.143 

78.475 


Source: USDA Foreign Agricultural Service (FAS), BICO Import Commodity A^re^tions. 


^ U.S. Department of Agriculture (USDA), Foreign Agricultural Service (FAS), U.S. Trade 
Internet System, BICO (Bulk, Intermediate, and Consumer-Oriented) data. 

^ USDA, Economic Research Service (ERS), unpublished data, obtained May 1 1, 2007. 
Other data including that provided by FDA indicate that the current percentage for seafood 
is somewhat lower than 84%. 
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Table 2, below, shows the majoi types of food and agricultural imports from 
China in 2006. Seafood products, including shrimp, other shellfish (mollusks), and 
salmon, were the leading food-related (i.e., agricultural and seafood) imports. Fmits, 
fruit juices, vegetables, tree nuts, teas, and spices also were high on the list. 

Table 2. Selected Agricultural and Seafood Imports from China, 


CY2006 


Import , 

i, 



Other fish & products (not listed below) 

$1,076,631 

332,714 

Shrimp & prawns 

331,935 

68,364 

Mollusks 

245,607 

61, in 

Misc. horticultural products 

226,047 

109,910 

Fruit, processed 

207,427 

247,554 

Fruit juices (kiloliters) 

201,935 

933,566 

Other crustaceans 

159,352 

22,051 

Feed, ingredients & fodders 

147,850 

59,988 

Misc. industrial use 

143,780 

12,574 

Vegetables, prepared or preserved 

122,854 

131,002 

Poultry, misc.‘ 

120,765 

15,436 

Sugar & related products 

104,611 

46,429 

Salmon 

97,792 

26,482 

Vegetables, dried/dehydrated 

93,254 

68,516 

Edible tree nuts 

80,853 

10,070 

Fresh vegetables, excluding potatoes 

77,555 

76,296 

Other oilseeds products, nonagricultural 

75,645 

27,857 

Grains and feed, misc. 

75,495 

46,422 

Misc. meat products* 

69,673 

15,672 

Tea, excluding herbal 

68,174 

24,007 

Misc. hair, industrial use 

59,781 

13,513 

Vegetables, fi'ozen 

54,513 

67,893 

Spices 

49,929 

43,156 

Cocoa & cocoa prods. 

48,278 

11,661 

Misc. sugar and tropical 

46,606 

13,433 

Essential oils 

40,249 

3,896 

Fruit, dried 

39,766 

7,349 

Rice 

36,428 

104,894 


Source: USDA, FAS, FAS Import Commodity Aggregations. Not all products listed. 

a. Primarily species not subject to FSIS inspection. (FSIS coverage is of the major commercial red meat and 

poultry species and their products, while FDA has jurisdiction over any meat and poultry not inspected by FSIS.) 
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The broader categories in Table 2 mask some specific products that the United 
States imports from China. For example. The United States received $941 million 
in various types of fish fillets. Mushrooms accounted for at least $37 million of the 
dried vegetable category in 2006. 

A recent report by Food and Water Watch, a consumer advocacy organization, 
noted that China became the leading exporter of seafood to the United States in 2004. 
Aquaculture has facilitated this growth in exports, particularly of shrimp and tilapia. 
Catfish, eel, and crab imports also have risen significantly.^ 


U.S. Import Safeguards 


Overview 

Although all food products imported into the United States must meet the same 
safety standards as domestically produced foods, international trade rules permit a 
foreign country to apply its own, differing, regulatory authorities and institutional 
systems in meeting such standards, under an internationally recognized concept 
known as “equivalence.”’ 

Two federal agencies — the U.S. Department of Agriculture’s (USDA’s) Food 
Safety and Inspection Service (FSIS) and theU.S. Department of Health and Human 
Services’ Food and Drug Administration (FDA) — are primarily responsible for the 
government’s food regulatory system, although a number of other federal, state, and 
local agencies also have important roles. For imports, FSIS relies on a very different 
regulatory system than FDA, including a different approach to addressing 
equivalence, as described in the following sections.'’ 

FSIS 

Under Section 20 of the Federal Meat Inspection Act (FMIA) as amended (21 
U.S.C. 601 et seq.) and Section 466 of the Poultry Products Inspection Act (PPIA) 
as amended (21 U.S.C. 451 et seq.), FSIS is responsible for determining the 
equivalence of other countries’ meat and poultry safeguards.^ A foreign plant cannot 


* Import Alert: Government Fails Consumers, Falls Short on Seafood Inspections. Food and 
Water Watch, May 2007. Accessed on the Internet on June 5, 2007, at [http://www. 
foodandwaterwatch.org/press/publications/reports/import-alert]. 

’ This concept is embodied in Article 4 of the Agreement on the Application of Sanitary and 
Phytosanitaiy Measures (the SFS Agreement), which entered into force January 1 , 1 995, for 
member nations of the World Trade Organization (WTO). For a more detailed explanation, 
see CRS Report RL33472, Sanitary and Phytosanitary (SPS) Concerns in Agricultural 
Trade, and the WTO website at [ht^://www, wto.org/english/tratop_e/sps_e/sps_e.htm]. 

’ The two systems are described in more detail in CRS Report RS22664, U.S. Food and 
Agricultural Imports: Safeguards and Selected Issues, from which this section is adapted. 

’ FSIS coverage is of the major commercial red meat and poultry species and their products, 

(continued...) 
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refusals).'^ The refusals for each month can be searched by country or by product 
category, but not by both at the same time. Data for only 12 months, from May 2006 
through April 2007, appeared on the website as of May 2007, and the months were 
not aggregated into annual figures.'^ 

For each line (shipment), the system provides the name of the source company 
and the reason for refusal. As noted earlier, the size of each shipment in the OASIS 
database varies. Therefore, it is not possible to calculate the volumes of products 
being rejected, either as an absolute quantity or as a proportion of total imports. 
Also, the types or categories of imports do not necessarily cotresjwnd to the 
categories reported through the FAS trade databases (see Tables 1 and 2, above). 

Mindful of these caveats, CRS prepared a tabulation of the refusals, focusing on 
nearly 40 categories of FDA-regulated food and food-related products.” For the one- 
year period available at the time of this CRS tabulation (May 2006-April 2007), FDA 
logged a total of approximately 8,200 refusals. Of these, more than 700 separate 
shipments were from China. Two other countries had more shipments refused: 
Mexico with nearly 1,300 and India with more than 1 ,100 (see Table 3).'® 

It is important to note that a higher relative number does not necessarily indicate 
that one country’s products are less safe, or its food safety system less rigorous, than 
another country’s. The country simply might be a more important source of U.S. 
agricultural and/or seafood ioqjorts. On the other hand, Canada, which imports much 
more to the United States than any other country, had far fewer refusals than either 
China or Mexico, the second mostimportant U.S. importer in dollar value. Indiahad 
the second highest number of refusals, even though it is not among the top 10 
exporters of food, agricultural, and seafood products to the United States.” 

Because of technical problems with OASIS at the time this report was prepared, 
FDA officials said they could not immediately resprond in detail to CRS questions 
about the database that might have shed additional light on the significance, if any, 
of the numbers in Table 3. For example, the information published on the FDA 
website does not include the overall number of shipments. Thus, CRS could not 
calculate for this report the percentage of overall shipments that had been refused for 


” FDA website, accessed May 31, 2007, at [http://www.fda.gov/ora/oasis/ora_oasis_ref 
html]. 

“ CRS did not examine FSIS import refusals. China cunently is not certified by FSIS to 
export meat or poultry products to the United States. A proposed rule in the November 23, 
2005, Federal Register to permit some types of processed poultry is pending. 

” Also listed in the OASIS refusal reports, but not examined here, are other FDA-regulated 
products, e.g., human and animal drugs, medical devices, and vitamins. 

'* The New York Times reportedly compiled a more recent 12-month tabulation (July 2006 
to June 2007), which indicated that refusals were hi^er during the period; 1 ,763 for India, 
1,480 for Mexico, and 1,368 for China. See “China Not Sole Source of Dubious Food,” 
New York Times, July 12, 2007. 

” Nonetheless, India’s exports to the United States were valued at a significant $1.4 billion 
in calendar 2006. 
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a given month, country, or product. However, FDA did receive a total of nearly 15 
million import shipments of all types of FDA-regulated products, including but not 
limi ted to foods, during FY2006, or an average of approximately 1.2S million 
shipments per month.^° 


Table 3. Number of import Refusals by Country, 
May 2006-Aprtl 2007 


Argentina 

59 

Guatemala 

97 

Pern 

39 

Australia 

34 

Honduras 

113 

Philippines 

153 

Bangladesh 

54 

Hong Kong 

52 

Poland 

76 

Brazil 

123 

India (2) 

1,109 

Russia 

26 

Canada 

193 

Indonesia (5) 

334 

South Africa 

42 

Chile 

35 

Iran 

26 

Spain 

75 

China (3) 

720 

Italy (8) 

228 

Sri Lanka 

72 

Colombia 

45 

Jamaica 

36 

Syria 

70 

Costa Rica 

35 

Japan (7) 

295 

Taiwan 

165 

Dominican Republic (4) 

593 

Korea (South) 

111 

Thailand (9) 

218 

Ecuador 

56 

Lebanon 

26 

Turkey 

81 

Egypt 

47 

Malaysia 

35 

Ukraine 

25 

El Salvador 

25 

Mexico (1) 

1,271 

United Kingdom (10) 

206 

France 

178 

Netherlands 

54 

Vietnam (6) 

335 

Ghana 

49 

Pakistan 

140 



Source: FDA Import Refeal Reports for OASIS. See text for caveats on use of data. Countries with fewer than 
25 refusals are omitted here. 

Note: Numbers in parentheses indicate top ten countries by rank of number of import refusals. 


Reviewing refusals by industry, vegetables/vegetable products and seafood 
products appear to have been the most fiequently refused products (at approximately 
1 ,700 shipments from all countries for each of feese two product types). Fmits/fruit 
products from all countries accounted for nearly 900 refusals. Candy products 
accounted for nearly 600, and spices/flavors/salts for more than SOO. Many fruit and 
vegetable product refusals originated in the Dominican Republic, Mexico, and 
several other Latin American and Caribbean nations; a frequently cited reason was 
pesticide contamination. Bacterial contamination (e.g.. Salmonella) or filthy 
condition was cited numerous times. 

Fish and shellfish were refused for a variety of reasons, often bacterial 
contamination, filthy condition, and/or veterinary drug residues. These products 
most frequently appear to have originated in Asian countries, not only China but also 
Vietnam, India, Bangladesh, and others. The recent report by Food and Water Watch 
analyzed the FDA OASIS refusals of seafood in more detail, and for all calendar 


FDA e-mail communication to CRS, June 6, 2007. 
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years from 2002 to 2006. Among its findings were that more than 70% of all 
imported seafood products were processed. More than 20% of all seafood refusals 
were due to Salmonella, of which 40% were shrimp. It also observed that more 
seafood is being refused for veterinary drug residues.^' 

Many refusals of foods of all types also appear to be due to concerns about 
mislabeling, failure to register, or failure to document that the product had complied 
with safe manufacturing practices (e.g., HACCP for low acid canned foods or 
seafoods).^ 

Refusals of Imports from China 

Of the 720 refused shipments from China, nearly half (340) were seafood 
products, and approximately one-third of these products were eel. The most 
frequently cited reason for rejecting the eel shipments was a concern about 
adulteration by unsafe levels of veterinary drug residues. Catfish products also were 
often refused, usually because of concerns about veterinary drug residues. A wide 
variety of other types of finfish, from tilapia fillets to cod and salmon products, was 
refiised for numerous apparent concerns, including veterinary drug residues, filthy 
appearance, and Salmonella contamination. More than three dozen separate shrimp 
shipments were refused because of filthy appearance, the presence of nitrofuran (a 
banned antibiotic), or Salmonella. Other examples of refused seafoods were scallops, 
crawfish, and squid. 

FDA also refused a total of 221 shipments of various fruits and vegetables finm 
China, including processed products. Approximately one-fourth of these shipments 
were of mushrooms, often in dried form; these were most fiequently rejected for 
filthy appearance. Other reasons for refusing fruit and vegetable product shipments 
ranged from concerns about the presence of violative levels of pesticides or other 
unacceptable ingredients, including unsafe color additives, to the lack of proper 
documentation and/or labeling. 

Seafood products and fiuit and vegetable products together constituted the 
majority of refiised shipments from China. Examples of other types of food products 
that were refused, although in fewer numbers, were certain candies, bean curd and 
bean paste, teas, and various nuts and spices. 

Chinese officials strongly defend their safety record. One official asserted at a 
May 31, 2007, news conference that U.S. inspectors had approved “99 percent” of 
all Chinese food and medical shipments over the last three years and that recent 
reports of rejected Chinese shipments had been sensationalized. He fiirdier argued 
that most of those that had been rejected were unauthorized shipments that had 
skirted Chinese controls.^ Other Chinese officials have declared that U.S. importing 


Import Alert: Government Fails Consumers, Falls Short on Setrfood Inspections. 

“ The FDA website defines each of these terms, which are among approximately 180 
possible specific reasons for refusal. 

“ Li Yuanping, director general of the Chinese Import and Export Food Safety Bureau, as 

(continued...) 
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companies need to look beyond their emphasis on low prices and communicate more 
clearly what their standards are.^^ 

FDA officials said they could not immediately respond to a CRS request for the 
number of food and agricultural shipments from China during the period examined 
(May 2006- April 2007). They did state that in FY2006, the overall refusal rate for 
shipments from China (food and all other types of FDA-regulated shipments) was 
0.15%. They cautioned that the 99.85% of shipments were not necessarily in 
compliance, because the agency only has the resources to examine 1% of all line 
entries (shipments) into the country (see discussion above).^’ 

William Hubbard, a former FDA deputy commissioner, recently told National 
Public Radio (NPR) that total “individual shipments of food and ingredient exports 
from China to the United States have gone from 82,000 in 2002 to 199,000 in 2006. 
And I’m told by FDA officials that they’re rapidly reaching up to 300,000 this 
year.’’^‘ However, the same NPR report said that FDA inspectors had blocked 257 
food imports from China in April 2007 alone; that number actually represented 
refused shipments of all FDA-regulated food, drug, and medical products, not foods 
alone. 


Chinese Food Safety Challenges 

As noted, the FDA OASIS database does not provide answers as to whether 
Chinese imports are any less safe than those from other countries. Nonetheless, the 
country has come under intense criticism in the wake of several widely publicized 
incidents involving adulterated food, agricultural, and medical exports. For example, 
in early 2007 pet food ingredients from China that contained the chemical melamine 
— apparently added to boost the ingredients’ protein levek — sickened or killed an 
unknown number of dogs and cats in North America. The ingredients subsequently 
were found in some hog, chicken, and fish feed. A risk assessment indicated the 
problem posed virtually no risk to humans, USDA and FDA ofBcials asserted. 
Another incident attracted attention in early May 2007, when the Mississippi 
Commissioner of Agriculture ordered a number of stores there to stop selling catfish 
from China after samples tested positive for antibiotics harmed in the United States. 


“ (...continued) 

quoted in various news reports including “China Says Food Export Inspections Are 
Effective,’’ Washington Post, June 1, 2007. Also see “China Confronts Crisis Over Food 
Safety,” Wall Street Journal, May 30, 2007. 

“ “U.S., Chinese leaders try to advance trade, food safety issues,” Agri-Pulse, May 30, 
2007. 

“ FDA e-mail communication to CRS, June 6, 2007. 

“ “Q&A: Why China Tops the FDA Import Refusal List,” accessed May 25, 2007, at 
[ht(p-7/www.ipr.org/tempiates/story/story.php?storylD=104101 1 1]. 
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Such concerns are not new. An FDA import inspector was quoted in 1991: 
“Some countries we almost never have problems with.... But others, such as India, 
Thailand, China, Korea, and many countries in Africa, require constant vigilance.”^^ 

A number of anal)rsl5 has examined the food safety challenges China faces as 
it becomes a major agricultural exporter. USDA economists recently wrote: 

China emerged in the 1990s as a low-cost exporter of food products such as 
vegetables, apples, seafood, and poultry. But in recent years, China’s exports 
slowed when shipments of vegetables, poultry and shrimp were rejected for 
failing to meet stringent standards in Japan, Europe, and other countries, 
revealing a gap between Chinese and international food safety standards.^' 

Some analysts contend that China’s problems in complying with other — 
usually more developed — countries’ safety requirements are typical of those faced 
by most developing countries. They point to a number of specific obstacles the 
Chinese have encountered in upgrading their safeguards, including: 

• the difficulty of standardizing and monitoring production practices 
at the farm production level, to which many safety problems can be 
traced due to widespread noncompliance with existing regulations 
such as environmental mles, and which is composed of 200 million 
households typically farming on plots of one to two noncontiguous 
acres; 

• heavy use of fertilizers and pesticides to counteract intensively 
cultivated soils and large pest pressures; 

• wide use of antibiotics to control diseases in intensive livestock, 
poultry, and aquaculture systems; 

• industrialization, lax envirorunental controls, and untreated human 
and animal waste in fields and waters, which raise concerns about 
toxic, metal, and microbial contaminants in food; 

• a fragmented marketing system dominated by millions of small firms 
handling small volumes, often on a cash basis with no 
documentation or ability to trace products; 

• a fragmented regulatory and oversight structure involving 10 
national government ministries and little coordination with lower 
levels of government, which often have their own, differing 
standards for food products; and 


” Sharon Snider, “From Psyllium Seeds to Stoneware: FDA Insures the Quality of Imports,” 
FDA Consumer Magazine, March 1991. 

“ Linda Calvin et al., ‘Tood Safety Improvements Underway in China,” Amber Waves, 
November 2006, USDA, ERS. Ihe Codex Alimentarius Commission is the major 
international body for encouraging international trade in food while promoting the health 
and economic interest of consumers. Codex is a subsidiary of the Food and Agriculture 
Organization and the World Health Organization. One of its key functions is to develop 
standards, codes of practice, and guidelines for the safety of foods, in accordance with the 
SPS Agreement. The Codex website is at [http://www.codexalimentaTius.net]. 
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■ for many commodities and industries, outdated or nonexistent 
standards, or standards that are inconsistent with internationally 
accepted ones.“ 

Chinese Efforts to Address Food Safety 

To overcome such obstacles, the Chinese government announced it has 
undertaken a number of major initiatives to bolster its food safety system. For 
example, officials announced their intention to update a 199S consumer food law, 
and in 2006 the Chinese legislature adopted a national framework for building an 
agricultural product safety system. The Chinese say they now require registration of 
all land and processing facilities used for exported products, and exporters must have 
facilities that can test for pesticide residues. The government also samples and tests 
products for export to help ensure they meet foreign buyers’ standards.^" 

China also has been encouraging investment, including foreign direct 
investment, in production and processing to improve technology, marketing and 
management skills, and transportation and infrastmcture. Six types of processed 
foods — canned food, aquatic products, meat and meat products, frozen vegetables, 
fruit/vegetable juice, and some frozen convenience foods — reportedly are to be 
manufactured under HACCP (hazard analysis and critical control point) standards.^' 
HACCP is a system of assessing risks, determining the points at which they might 
occur during production, and instituting measures to prevent them.^^ 

China announced that it will unveil, by the end of 2007, national regulations for 
recalling adulterated food. At a May 31, 2007, news conference, a Chinese official 
also pointed to the death sentence handed down to the former head of the 
government’s food and drug safety agency, as an example of its determination to 
improve product oversight. The agency head had been convicted of taking bribes for 
approving potentially dangerous drugs. He reportedly was executed on July 10, 
2007.” 

In late June, one Chinese government agency reportedly announced the closure 
of 1 80 food manufacturers that it said had been using industrial materials such as 
dyes, mineral oils, hydrochloric acid, paraffin, and formaldehyde in a variety of food 
products, including flour, candies, seafood, pickles, and biscuits. Another agency 
reportedly claimed to have closed 152,000 unlicensed food manufacturers and 
retailers in 2006 for making counterfeit or low-quality products. 


“ Calvin. Also, Fengxia Dong and Helen H. Jensen, “Challenges for China’s Agricultural 
Exports: Compliance with Sanitary andPhytosanitary Measures,” Choices, 1*' quarter 2007. 

’"Calvin. 

” Dong. 

” FDA information on HACCP is at [http://www.cfsan.fda.gov/~lrd/haccp.html]. 

” “China Executes Former Head of Food Safety Agency,” Wall Street Journal, July 10, 
2007. 




151 


CRS-13 

The Chinese also are seeking to demonstrate that they are protecting their own 
consumers from unsafe products, whether domestic or imported. On July 13, 2007, 
for example, they announced that meat and poultry imports shipped by some U.S. 
companies were being suspended. These include chicken products that they assert 
contained Salmonella bacteria (although U.S. interests have long noted that proper 
cooking destroys the bacteria), and pork products that contained an unapproved feed 
additive (which appears to be legal in the United States).^^ 

U.S. Efforts to improve import Compiiance 

At May 1 S and May 1 7, 2007, media briefings on adulteration of plant proteins 
from China, FDA Assistant Commissioner for Food Protection Acheson reported that 
he was currently reviewing all aspects of the U.S. food safety system, including 
imports from all countries. At the time, he and other FDA officials declined to 
provide specifics on ongoing efforts to secure food safety agreements of any kind 
with China but did point out that, after shipments of Mexican cantaloupes with 
Salmonella contamination several years ago, ^e U.S. and Mexican governments had 
developed an agreement to improve agricultural practices in Mexico. 

Dr. Acheson reportedly stated in a July 1 1, 2007 conference call that FDA 
officials were working on a proposed memorandum of understanding (MOU) wifti 
China that could include such elements as improving training for Chinese food safety 
officials and more data sharing on problems.^’ 

FDA’s Center for Food Safety and Nutrition (CFSAN) website indicates that it 
is aggressively pursuing both formal and informal agreements with foreign 
government counterparts to achieve mutual recognition of equivalence of regulatory 
systems. Another FDA website lists more than 90 “International Arrangements’’ with 
approximately 30 separate foreign entities, of which 36 appear to be directly food- 
related. Roughly a third of these address aspects of shellfish or other seafood 
safety.^’’ FDA’s agreements wifti China apparently do not include any for food, but 
are in place for lead in tableware. 

During a May 22-24, 2007, economic s umm it with China, the U.S. government 
requested a meeting soon, possibly in the fall, specifically on food safety. It asked 
the Chinese to respond to the following specific requests; 

• to provide detailed information on Chinese food safety control 
measures, including the procedures, methodology, and technology 
for testing and quarantine of suspect products; 

• to provide raw data from the testing the Chinese government has 
conducted on regulated products; 


” Various news reports, including Food Chemical News, July 2, 2007; The Wall Street 
Journal, July 16, 200; and Reuters, July 15, 2007. 

“FDA in talks with China over food safety MOU, says Acheson,” Food Chemical News, 
July 16, 2007. 

Both websites accessed May 15,2007,at [http://www.cfran.fda.gov/~comm/intl-toc.htnil]. 
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• to provide the ongoing results of all tests for melamine in ingredients 
destined for humans or animals; 

• to impose a registration requirement for all Chinese firms intending 
to export food and feed products to the United States, and to prohibit 
exports fiom unregistered firms; 

• to publish a regularly updated list of the registered Chinese firms; 

• to issue necessary clearances including multi-year and multi-entiy 
visas for FDA personnel to conduct health-related inspections in 
China and to audit systems confirming that Chinese firms are 
meeting U.S. requirements.” 

In perhaps the most significant move to date, the FDA on June 28, 2007, issued 
an import alert ordering the “Detention Without Physical Examination” of all of the 
following aquacultured products from China: catfish, basa (related to catfish), 
shrimp, dace (related to carp), and eel.“ FDA said it issued the notice after targeted 
sampling during October 2006 through May 2007 “repeatedly found that farm-raised 
seafood imported fiom China were contaminated with antimicrobial agents that are 
not approved for this use in the United States.” The agents are nitrofiiran, malachite 
green, and gentian velvet, which have been found to be carcinogenic to laboratory 
animals; and fluoroquinolones, which when used in food animals may increase 
antibiotic resistance in humans, the agency said. 

Under such an import alert, FDA will detain all covered products until the 
importing firm demonstrates, through testing by an independent laboratory, that a 
representative sample of their product is free of these contaminants. Although the 
FDA has long issued these types of alerts for various imports, they generally are more 
limited in scope, for example, to a particular firm or product. 

The import alert reiterates that approximately 80% of U.S. seafood consumption 
is from imports and that over 40% of these imports come fiom aquaculture 
operations. Shrimp and catfish are two of the top 10 most frequently consumed 
seafood products. China is the largest aquaculture producer in the world, with 70% 
of total production, and the third largest exporter to the United States. The alert 
observes: “As the aquaculture industry continues to grow and compete with wild- 
caught seafood products, concerns regarding the use of unapproved animal drugs and 
unsafe chemicals and the misuse of animal drugs in aquaculture operations have 
increased substantially.” 


Congressional Consideration 

Some Members of Congress have expressed sharp criticism both of China’s 
food safety record and of U.S. efforts to insure the safety of that country’s imports. 
The House Agriculture Committee held a hearing on May 9, 2007, to take testimony 


^’“Actions Requested of thePeople’sRepublicofChina by the U.S. Govemmentto Address 
the Safety of Food and Fee4” USDA Fact Sheet accessed May 25, 2007, at Pitq)://www. 
usda.gov]. 

FDA Import Alert #16-13, which may be viewed at [http://www.fda.g 0 v/ 0 ra//fiars/ 
ora_in:q)ort_ia 1 6 1 3 1 .html] 
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on the topic from FDA and F SIS officials. Several other panels have held hearings 
on China import concerns and/or the broader topic of U.S. food safety efforts, most 
recently the House Energy and Commerce Oversight and Investigations 
Subcommittee and the Senate Conunerce Committee (both during the week of July 
17, 2007). Additional hearings on the China situation and on food safety generally 
are anticipated in both chambers during the 1 10'’' Congress. 

On May 2, 2007, Senator Durbin won unanimous approval of an amendment to 
the Senate-passed FDA Revitalization Act (S. 1 082) that would require domestic and 
foreign facilities to notify FDA of food safety problems; would require FDA to 
establish a central registry for collecting information on adulterated foods, and for 
notifying the public about adulterated human or animal foods; and would require 
FDA to implement uniform national standards and labeling for pet foods. The 
amendment includes elements of his proposed Human and Pet Food Safety Act of 
2007 (S. 1274), introduced as H.R. 2108 by Representative DeLauro. The two 
lawmakers also have introduced more comprehensive bills (H.R. 1 148/S. 654) to 
combine current federal food safety oversight under a new food safety administration. 

Senator Durbin in July also introduced S. 1776, which would impose new user 
fees of $20 per line item of imports to help defray the costs of inspections, increase 
the number of inspectors, and pay for research into new testing methods . Further, the 
measure would require foreign governments or firms that want to import food into 
the United States to be certified by FDA as having equivalent food safety programs. 
The certifications would be valid for five years, among other provisions. A similar 
House bill (H.R. 2997) was introduced by Representative Kaptur. 

Recent developments with food imports also have spurred calls for speedier 
implementation of mandatory country-ofiorigin labeling (COOL) for fr:esh meats, 
produce and peanuts, now scheduled to take effect on September 30, 2008. H.R. 357 
and S. 404 would mandate COOL by September 30, 2007. A provision in the draft 
USDA appropriation for FY2008, pending in the House Appropriations Committee 
the week of July 16, 2007, would set a timeline aimed at ensuring USDA 
implementation by the currently legislated deadline. (For further information on 
COOL, see CRS Report 97-508, Country-of-Origin Labeling for Foods). 
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U.S. Food and Agricultural Imports: 
Safeguards and Selected Issues 


Summary 

U.S. officials continue to assert that the U.S. food supply, including the portion 
provided through imports, is among the safest in the world. One challenge has been 
how to keep it safe in the face of rapidly rising imports, a result of globalization and 
consumer desire for a wider variety of nutritious and inexpensive foods year-round. 

Two federal agencies — USDA’s Food Safety and Inspection Service (FSIS) 
and the U.S. Department of Health and Human Services’ Food and Drug 
Administration (FDA) — are responsible for the majority of the total hmding and 
staffing of the government’s food regulatory system. For imports, FSIS relies on a 
very different regulatory system than FDA, including a differing approach to 
addressing equivalence, as described in this report 

Do U.S. safeguards, generally created at a time when most Americans obtained 
their foods domestically, remain sufficient to protect public health? What if any, 
changes should be made to enhance the safety of food imports? Critics argue that 
major reforms are necessary because the present programs are both poorly designed 
and inadequately funded to meet today’s challenges. Those who oppose major 
changes assert that imported foods alre^y are subject to the same sa&ty standards 
as — and pose no greater hazards than — domestically produced foods. They also 
contend that smarter allocation of existing resources, and the food industry’s own 
controls, can and should be capable of addressing any problems that arise. 

Section 1009 in the Food Safety title (X) of the Food and Drag Administration 
Amendments Act of 2007 (H.R. 3580; P.L. 110-85), passed in September 2007, 
requires an annual report to Congress on the number and amount of FDA-regulated 
food products imported by country and type of food, the number of inspectors and 
inspections performed, and aggregated data on inspection findings, including 
violations and enforcement actions. Nearly a dozen odier food safety bills pending 
as of October 2007 contain provisions addressing some aspect of food import safety. 
Several focus almost exclusively on the issue. Many of Aese bills (including H.R. 
2997, S. 1776, H.R. 1148/S. 654, H.R. 2108/S. 1274, H.R. 3610, and H.R. 3624) 
propose that importing establishments, and/or the foreign countries in which they are 
located, first receive formal certification from U.S. authorities that their food safety 
systems demonstrably provide at least the same level of safety assurances as the U.S. 
system. Under some of these bills, certification could be denied or revoked if foreign 
safeguards are found to be msuflicient, unsafe imports are discovered, or foodbome 
illnesses are linked to such products. A number of the bills also propose the 
collection of user fees from importers to cover the costs of inspecting foreign 
products at the borders. 

Some bills seek to require more physical inspections and testing by FDA at the 
border or wi thin other countries, to authorize more research into inspection and 
testing technologies, or to restrict imports to specific ports. H.R. 3 100 is another 
measure with import safety provisions. (This report supersedes CRS Report 
RS22664.) 



156 


Contents 

Introduction 1 

Food and Agricultural Imports Increasing 1 

Federal Oversight Responsibilities 3 

FDA Role 3 

FSIS Role 5 

APHIS Role 7 

Litemational Trade Considerations 7 

FDA Import Refusals 8 

Overview and Limitations of Analysis 8 

FSIS Import Refusals 10 

Issues in Congress 11 

Scope of Legislation 11 

Food and Drug Administration Amendments Act of 2007 

(H.R. 3580; P.L. 110-85) 12 

Assured Food Safety Act of 2007 (H.R. 2997) 12 

Imported Food Safety Act of 2007 (S. 1776) 13 

Safe Food Act of 2007 (H.R. 1 148/S. 654) 13 

HmnanandPet Food Safety Act of 2007 (H.R. 2108/S. 1274) 14 

Import Safety Act of 2007 (H.R. 3100) 14 

Food and Drug Import Safety Act of 2007 (H.R. 3610) 14 

Consumer Food Safety Act of 2007 (H.R. 3624) 15 

Fresh Produce Safety Act (S. 2077) 16 

List of Tables 

Table 1. Leading Suppliers of U.S. Agricultural and Seafood Imports, CY2006 . 2 

Table 2. Number of Food Import Refusals by Country, May 2006-April 2007 . . 9 

Table 3. Imported Meat and Poultry Products Presented for Inspection and 

Refused Entry, Selected Years 11 



157 


U.S. Food and Agricultural Imports: 
Safeguards and Selected Issues 

Introduction^ 

U.S. officials continue to assert that the U.S. food supply, including tbe portion 
provided through imports, is among the safest in the world. One challenge 1^ been 
the rapid increase in imports, a result of globalization and consumer desire for a 
wider variety of nutritious and inexpensive foods year-round.^ Witii this growth have 
come new concerns about whetber current federal programs sufficiently ensure the 
safety of these imports. Import alerts in 2007 targeting botii adulterated pet food 
ingredients and farmed seafood fium China are among the incidents that have 
heightened interest in the issue in the 1 lO"* Congress. 

Do U.S. safeguards, which generally were created at a time when most 
Americans obtained their foods domestically, remain sufficient to protect public 
health? What, if any, changes should be made to enhance the safety of food imports? 
Critics argue diat major reforms are necessary because the present programs are both 
poorly designed and inadequately funded to meet today’s challenges. Those who 
oppose major changes assert that imported foods already are subject to the same 
safety standards as — and pose no greater hazards than — domestically produced 
foods. They also contend that smarter allocation of existing resources, and the food 
industry’s own controls, can and should be capable of addressing any problems that 
arise. 

The issue has been explored at a number of congressional hearings in 2007, and 
several Members of Congress have introduced bills to change the current system. 


Food and Agricultural Imports Increasing 

U.S. imports of agricultural and seafood products from all countries increased 
from 32.9 million metric tons (MMT) in calendar year 1996 to 46.7 MMT in 2006, 
or by 42%. The increase by value was 98%, from $40.1 billion in 1996 to $78.5 
billion in 2006. Among the product categories that at least doubled in volume during 


' This report supersedes CRS Report RS22664 of the same title. Portions of the previous 
report were originally derived from information in out-of-print CRS Report 98-850, The 
S^ety of Inqiorted Foods: The Federal Role and Issues Before Congress. 

^ David Acheson, Assistant Commissioner for Food Protection, U.S. Food and Dmg 
Administration, testimony before the House Agriculture Committee, May 9, 2007. 
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the period were live animals, wine/beer, finit/vegetable juices, wheat, coffee, snack 
foods, and various seafood products.^ 

Not all agricultural imports enter the human food supply; some products are 
used as ingredients in pet food and animal feed, in manufactured goods (e.g., rubber), 
and in the nursery plant trade. Nonetheless, many consumers are obtaining a growing 
portion of their diets from overseas. In 2005, nearly 15% of the overall volume of 
U.S. food consumption was imported, compared with 11%-12% in 1995. The 
proportions (volume) for some food product categories are much higher: in 2005 as 
much as 84% of all U.S. fish and shellfish was imported (55% in 1995); 43% of all 
noncitrus fresh fruits (34% in 1995); 37% of all processed fruits (20% in 1995); and 
54% of all tree nuts (40% in 1995).'* Table 1, below, shows that the United States’ 
NAFTA (North American Free Trade Agreement) partners, Canada and Mexico, 
were the largest suppliers of food, agricultural, and seafood imports in 2006. 


Table 1. Leading Suppliers of U.S. Agricultural and 
Seafood Imports, CY2006 

(value in billion U.S. dollam) 






Canada 

$13,433 

$2,184 

$15,617 

Mexico 

9.390 

0.454 

9.844 

China 

2.262 

1.922 

4.184 

Thailand 

1.812 

1.334 

3.146 

Italy 

2.802 

.009 

2.811 

Indonesia 

2.023 

0.778 

2.801 

Chile 

1.774 

.952 

2.726 

Australia 

2.487 

.091 

2.578 

Brazil 

2.237 

.130 

2.367 

Ireland 

2.354 

.008 

2.362 

World Total 

65.333 

13.143 

7SA75 


Source: USDA, Foreign Agricultural Service (FAS), BICO Import Commodity Aggregations. 


^ U.S. Department of Agriculture (USDA), Foreign Agricultural Service (FAS), U.S. Trade 
Internet System, BICO (Bulk, Intermediate, and Consumer-Oriented) data. 

'• USDA, Economic Research Service (ERS), unpublished data, obtained May 1 1, 2007. 
Other data including that provided by FDA indicate that the current percentage for seafood 
is somewhat lower than 84%. 
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Federal Oversight Responsibilities 

Two federal agencies — USDA’s Food Safety and Inspection Service (FSIS) 
and the U.S. Department of Health and Human Services’ Food and Drug 
Administration (FDA) — are responsible for the majority of the total funding and 
staffing of the government’s food regulatory system. For imports, FSIS relies on a 
very different regulatory system than FDA, including a differing approach to 
ad(^ssing equivalence, as described below. 

Also important are USDA’s Animal and Plant Health Inspection Service 
(APHIS), which is responsible for protecting plant and animal resources from 
domestic and foreign pests and diseases, and the Department of Homeland Security 
(DHS), which is responsible for coordinating agencies’ food security activities, 
including border inspections by DHS ’s U.S. Customs and Border Protection (CBP).^ 

FDA Role 

The FDA’s food regulatory authority comes chiefly from the Federal Food, 
Drug, and Cosmetic Act (FFDCA), as amended (21 U.S.C. 301 et seq.).‘ This 
authority makes the agency responsible for the safety of virtually all domestic and 
imported articles used for food and drink, except meat and poultry (see “FSIS Role,’’ 
below); these include animal as well as human foods. FDA-regulated foods may be 
deemed adulterated or misbranded for a variety of statutorily prescribed reasons. For 
example, food may be deemed adulterated if it contains an added poisonous or 
deleterious substance or an unsafe food additive or if the food was prepared, packed, 
or held under insanitary conditions whereby it may have become contaminated or 
may have been rendered injurious to health.’ Of a total of approximately 58,000 food 
establishments (such as manufacturers, warehouses, and Uppers), FDA designates 
about 7,000 as “high risk,” based on the types of foods they handle and/or past 
performance. In general, FDA attempts to conduct annual inspections of these 
facilities; non-high risk establishments are inspected, on average, once every 3.7 
years.* 

Section 801 of the FFDCA empowers the FDA to refuse entry to any food 
import if it “appears,” based on a ph}rsical examination or otherwise, to be 


^ In total, as many as IS federal agencies administer at least 30 laws related to food safety. 
See also CRS Report RS22600, The Federal Food Safety System: A Primer. 

‘ Portions of this section and die following section are based on Olsson, Frank and Weeda, 
P.C., and The Food Institute, Importing Food into the United States: A Regulatory Guide, 
2007. Data sources for this section, unless noted: Acheson, May 9, 2007, testimony, and 
House Appropriations Committee hearings on Agriculture Appropriations for various years. 

’ 21 U.S.C. § 342(a)(2). 

' All domestic and foreign food manufacturing facilities must adhm to FDA’s Good 
Manufacturing Practices (21 C.F.R part 110), which address safe handling and plant 
sanitation. Exen^t are establishments such as farms engaged solely in harvesting, storing, 
or distributing raw agricultural commodities normally cleaned or otherwise treated before 
consumptioa 
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adulterated, misbranded, or in violation of the law.’ In exercising its oversight, the 
agency relies on a system of prior notifications by importers and document reviews 
at points of entry (ports). Importers must have an entry bond and file a notification 
for every shipment Import information is entered into FDA’s database, the 
Operational and Administrative System for Import Support (OASIS). This system 
is to help inspectors to determine a shipment’s relative risk and whether it needs 
closer scrutiny (i.e., a wharf or physical examination, and/or testing). FDA 
inspectors are to work closely with CBP officials on these tasks.” 

If closer examination is not deemed necessary, FDA allows the product to enter 
U.S. commerce. A shipment found to be noncompliant is subject to a number of 
corrective actions, such as relabeling or reconditioning to bring it into compliance, 
refused entry, or even seizure and destmction. Sometimes, the agency subjects an 
import to “detention without physical examination,”'* based on past history or other 
information indicating that it may be violative. Such detention compels the importer 
to demonstrate to FDA that the product is safe before it can enter U.S. commerce. 
Examples in 2007 were the detention of all Chinese plant protein products (including 
^eat gluten and rice gluten, destined for pet foods) after some were found to contain 
melamine, an imapproved substance; and of all farm-raised seafood firom China 
(specifically, shrimp, catfish, basa, dace, and eel) until the shippers of these products 
could demonstrate that they are fiee of unapproved drug residues. 

The volume of FDA-regulated imports has more than tripled in the past decade. 
The agency received more than 10 million imported food entries in FY2006 
compared with fewer than 2.8 million entries in FYl 996. Approximately 1 % of these 
shipments were physically examined in FY2006, compared with 1.7% in FYl 996. 

FDA’s ability to operate within other countries appears to be limited. FDA can 
and does periodically visit foreign facilities to inspect their operations, but usually 
in response to a concern and only with the permission of the foreign government 
Further, FDA asserts that it lacks the staff and funding to increase its presence 
overseas, regardless of whether it might have the legal authority to do so.*^ FDA’s 
Center for F ood Safety and Applied Nutrition (CFS AN) had a budget of $450 million 


*21 U.S.C. § 381(a);seealso[http://www.fda,gov/ora/compliance_reC'rpm_new2/ch9auto. 
html]. 

The Public Health Security and Bioteirorism Preparedness and Response Act of 2002 
(P.L. 107-188) greatly expands the prior notification requirements for FDA-regulated 
imported foods. It also now requires any imported or domestic facility that manufactures, 
processes, packs, or holds food for U.S. consumption to register with the FDA; farms and 
retail establishments are among those ex«npted. Further, the act requires records sufficient 
to identify the immediate supplier as well as the subsequent recipient of the product, among 
other provisions. 

" FDA’s authority to detain without physically inspecting an article derives fiom21 U.S.C. 
§ 381(a), which states that FDA must refuse admission of certain imports into the United 
States “[i]f it appears from the examination of such samples or otherwise' that such samples 
are adulterated, misbranded, or otherwise in violation of the law (emphasis added). 

An FDA website notes that “[flull equity in foreign inspections is far beyond the resources 
of FDA.” Accessed May 15, 2007, at lhttp://www.cfsan.fda.gov/~comin/intl-toc.html]. 
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and staff of 2,843 (full-time equivalent or FTE) in FY2006, of which $285 million 
and 1,962 FTCs were in the field.*^ 

In a hearing before the House Agriculture Committee, FDA’ s chief food officer, 
David Acheson, testified that the agency theoretically has the authority to require 
equivalency for imports but that FDA’s situation is significantly more complex than 
USDA’s (the latter regulates fewer types of food products; see below). An 
equivalence-type approach is one possible option for the future, he added.‘^ At 
various hearings and media briefings, FDA officials have stated that the agency is 
reviewing all aspects of the U.S, food saf^ system including imports, and intends 
to complete a food protection strategy by mid-November 2007. This time fiame also 
is when the President’s cabinet-level working group is to release its “action plan” 
aimed at enhancing import safety for all imported foods, drugs and other consiuner 
products. The working group unveiled in September 2007 a “strategic plan” which 
broadly recommends that safety oversight be shifted fi'om border interdiction to risk- 
based prevention activities throughout the “import life cycle” of products.” 

CFSAN has stated on its website that it is “aggressively pursuing both informal 
and formal agreements with foreign government counterpart officials including 
Memoranda of Understanding for mutual recognition of equivalence of regulatory 
s)^tems.” Another FDA website lists more than 90 “International Arrangements” 
wifii rqrproximately 30 separate foreign entities, of which 36 appear to be directly 
food-related. Roughly a third of these address aspects of shellfi^ or other seafood 
safety.” 

FSiS Role 

FSIS regulates the safety and labeling of most domestic and imported meat and 
poultry, under the Federal Meat Inspection Act (FMIA) as amended (21 U.S.C. 601 
et seq.) and the Poultry Products Inspection Act (PPIA) as amended (21 U.S.C. 451 


” Aldiough a further breakdown of field staff involved with imported foods was not 
immediately available, witnesses have testified that 4S0 inspectors cover between 300 and 
400 ports of entry. The hearings were held before subcommittees of the House Committee 
on Energy and Commerce, July 1 7 and Septonber 26, 2007. (Other congressional panels, 
including the House Appropriations subcommittee on agriculture, also have held food 
import hearings in 2007.) 

” “Officials defend federal response to me lamin e contamination,” Food Chemical News, 
May 14, 2007. GAO, however, had suggested in 1998 that border inspections alone were 
ineffective, but that FDA lacks the auOiority to mandate equivalency (RCED-98-103, Food 
Safety: Federal Efforts to Ensure the Scfety of Imported Foods Are Inconsistent and 
Unreliable, April 1998). 

” Interagency Working Group on Inqrort Safety, Protecting American Consumers Every 
Stqj of the fFay: A strategic framework for continued improvement in import scfety, 
September 10, 2007, accessed at [http://www.inq)ortsafety.gov/report/report.pdf]. Also see 
the September 26, 2007, testimony of Randall Lutter, FDA Deputy Commissioner for Policy 
before the House Energy and Commerce Subcommittee on Health. 

” Both websites accessed at [http://www.cfsaiLfda.gov/~comm/intl-toc.httnl]. 
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et seq.).'^ Inspectors are to be present at all times in slau^ter plants and for at least 
part of each day in establishments that further process meat and poultry products. 
They are to examine all anim als destined for human food both before and after 
slau^ter, and to ensure that plants are operating in a sanitary manner, under an FSIS- 
approved safety plan. 

Under Section 20 of the FMIA and Section 466 of the PPIA, FSIS also is 
responsible for determining the equivalence of other countries’ meat and poultry 
safeguards. A foreign plant cannot ship products to the United States unless FSIS has 
determined that its country has a program that provides a level of protection that is 
at least equivalent to the U.S. system.'* FSIS visits the exporting country to review 
its rules and regulations, meets with foreign officials, and accompanies them on visits 
to establishments. When a foreign program is approved, FSIS relies on that 
government to certify eligibility of, and to inspect, the establishments. FSIS 
periodically reviews foreign government documents and conducts on-site audits at 
least annually to verify continuing equivalence. 

In addition, FSIS operates a reinspection program at 1 SO import houses located 
near approximately 35 border entry points. Agency inspectors review all import 
records, aided by a computerized sampling program, the Automated Import 
hiformation System (AUS). This system generates inspectors’ actual examination 
assignments based on what the agency believes to be the relative risks of particular 
product types and/or coimtries. It also can identify shipments that are to be denied 
reinspection because, for example, the foreign country or particular plant is not 
eligible to ship to the United States, or the product has not been certified to enter. 
Inspectors next are responsible for ensuring that all other imports are in acceptable 
condition, properly labeled, and accurately counted. This can include opening and 
physically examining boxes for physical defects, and collecting samples for 
laboratory testing for contaminants. FSIS can take a number of actions when 
violative products are formd. Products that pass are released into interstate 
commerce; most are bulk products for further processing at U.S. plants, which are 
under continuous FSIS inspection.'’ 

Meat and poultry imports have increased significantly, fi’om nearly 2.3 billion 
pounds presented for inspection in FY1996 to 3.9 billion pounds in FY2006. FSIS 
has estimated that it physically examined approximately 20% of all such imports in 
FYI996, compared with approximately 10% in more recent years (after 
implementation of the AUS in the early 2000s). 


” FSIS inspects the major red meat and poultry species and their products, while FDA has 
jurisdiction over all meat and poitltry not inspected by FSIS. The agencies share 
responsibility for egg safety, under the Egg Products hispection Act, as amended (2 1 U.S .C. 
§ 103 1 er seq.). FSIS covers processed egg products; FDA covers most whole eggs. 

'* A list of the 38 current agreements can be accessed on the FSIS website at 
[http://www.fsis.usda.gov/regulations_%26jolicies/Eligible_Foreign_Establishments/ 
index.asp]. 

’’See CRS Report RL32922, Meat and Poultry Inspection: Background and Selectedlssues, 
by Geof&ey S. Becker. 
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In FY2006, FSIS had a total budget of approximately $950 million (appropriated 
and user fees) and a staff of 9,400, of which 8,000 were in about 6,300 meat and 
poultry plants nationwide. The agency’s international food safety budget that year 
was $19,355 million, of which $1 1.75 million went for border reinspections. Other 
portions were devoted to evaluating foreign programs and to facilitating U.S. expiorts. 
The total international staff numbered 165, although a significant number were 
assigned to non-border duties.^ 

APHIS Role 

Most meat and poultry imports also must be accompanied by a veterinary 
permit, which APHIS administers under authority of the Animal Health Protection 
Act (AHPA; 7 U.S.C. 8301 etseq.). Under the Plant Protection Act (7 U.S.C. 7701 
et seq.), APHIS also requires phytosanitary certificates for many plants and plant 
product imports, and more detailed import permits for most foreign Suits and 
vegetables. Both laws are intended to ensure that imports are fi'ee of foreign diseases 
or pests that would threaten U.S. animal or plant resources. APHIS ’s border 
inspection function was transferred to DHS by the Homeland Security Act of 2002 
(P.L. 107-296). 


International Trade Considerations 

U.S. food safety programs operate within the basic constraints of internationally 
accepted trade mles. Any newly adopted measures, such as those discussed below, 
under “Issues in Congress,” would likely be closely scrutinized by U.S. trading 
partners for their adherence to such agreements. More specifically, the United States 
is a signatory to multilateral trade rules which allow governments to adopt, 
unilaterally, any measures to protect human, animal, or plant life or health. In doing 
so, however, they are not to be discriminatory or used as disguised protectionism. 

This principle was clarified in 1 994 when most major trading nations including 
the United States adopted, along with other so-called Uruguay Round Agreements, 
the “Agreement on the Application of Sanitary and Ph 3 rtosanitary (SPS) Measures.” 
This document sets out the basic rules for ensuring that each country’s food safety 
and animal and plant health laws and regulations are transparent, scientifically 
defensible, and fair. The United States also has signed, or is negotiating, numerous 
regional and bilateral fine trade agreements (FTAs) that may contain SPS language. 
(Such language in most of the FTAs generally reference the signing parties’ rights 
and obligations under the multilateral SPS agreement.) 

The United States also participates actively in the three major international 
scientific bodies designated by the WTO to deal with SPS matters. One, the Codex 
Alimentarius Co mmi ssion focuses on h uman food safety. (The others are the Office 
of International Epizootics (OIE) for anim al health and diseases, and the Inteinational 
Plant Protection Convention (TPPC) for plant health.) These bodies meet often to 
discuss threats to human and agricultural health, evaluate SPS-related disputes, and 


House Appropriations Committee hearings on agriculture r^ropriations for various years. 
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develop common, scientifically based SPS standards. Such standards can provide 
guidance for countries formulating Ibeir own national SPS measures and help resolve 
trade disputes. 

Although U.S. and World Trade Organization (WTO) officials fiequently cite 
the benefits of SPS cooperation under trade agreements, some, among them food 
safety and environmental advocacy organizations, have been skeptical. They have 
argued that implementation of the agreements can result in “downward 
harmonization" rather than upgraded health and safety standards. Defenders counter 
that trade rules explicitly recognize the rigfrt of individual nations to enact stronger 
protections than international guidelines if they believe they are appropriate and are 
justified by scientific risk assessment.^' 

FDA Import Refusals 

Overview and Limitations of Anaiysis 

Using the OASIS data (see page 4), the FDA compiles a monthly “Import 
Refusal Reporf ’ for food shipments that it rejects. Such products have to be either 
re-exported or destroyed by the importer. The agency posts these monthly refusal 
reports on its website, but only for the most recent 12 months (i.e., only one year’s 
worth of refusals).^ The refusals for each month can be searched by country or by 
product category, but not by both at the same time. CRS examined the data for the 
one-year period from May 2006 through April 2007, and the months were not 
aggregated into annual figures. 

For each line (shipment), the sjrstem provides the name of the source company 
and the reason for refusal. As noted earlier, the size of each shipment in the OASIS 
database varies. Therefore, it is not possible to calculate the volumes of products 
being rejected, either as an absolute quantity or as a proportion of total imports. 
Also, the types or categories of imports do not necessarily correspond to the 
categories rqrorted through the USDA trade databases (see Table 1, above). 

Mindful of diese caveats, CRS prepared a tabulation of the refusals, focusing on 
nearly 40 categories of FDA-regulated food and food-related products.^ For the one- 
year period available at the time of this CRS tabulation (May 2006- April 2007), FDA 
logged a total of approximately 8,200 refusals. Of these, the leaders were Mexico 
with nearly 1,300, Wia with more than 1,100, and China widi more than 700 (see 
Table 2).^“ 


These arguments are covered in more detail in CRS Report RL33472, Sanitary and 
Phytosanitary (SPS) Concerns in Agricultural Trade, by Geoffrey S. Becker. 

“ FDA website, accessed May 31, 2007, at [http;//www,fda.gov/ora/oasis/ora_oasis_re£ 
html]. 

^ Also listed in the OASIS refusal reports, but not examined here, are other FDA-regulated 
products, e.g., human and anim al drugs, medical devices, and vitamins. 

” The New York Times reportedly compiled a more recent 1 2-mbnth tabulation (July 2006 

(contiimed...) 
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Table 2. Number of Food Import Refusals by Country, 
May 2006-^}ril 2007 


Argentina 

59 

Guatemala 

97 

Peru 

39 

Australia 

34 

Honduras 

113 

Philippines 

153 

Bangladesh 

54 

Hong Kong 

52 

Poland 

76 

Brazil 

123 

India (2) 

1,109 

Russia 

26 

Canada 

193 

Indonesia (5) 

334 

Soufii Africa 

42 

Chile 

35 

Iran 

26 

Spain 

75 

China (3) 

720 

Italy (8) 

228 

Sri Lanka 

72 

Colombia 

45 

Jamaica 

36 

Syria 

70 

Costa Rica 

35 

Japan (7) 

295 

Taiwan 

165 

Dominican Republic (4) 

593 

Korea (Soudi) 

111 

Thailand (9) 

218 

Ecuador 

56 

Lebanon 

26 

Turkey 

81 

Egypt 

47 

Malaysia 

35 

Ukraine 

25 

El Salvador 

25 

Mexico (1) 

1,271 

United Kingdom (10) 

206 

France 

178 

Netherlands 

54 

Vietnam (6) 

335 

Ghana 

49 

Pakistan 

140 



Source: FDA Import Refiisal Reports for OASIS. See text for caveats on use of data. Countries with fewer than 
25 refusals are omitted here. 

Note: Numbers in parentheses indicate top ten countries by rank of number of import refusals. 


It is important to note that a higher relative number does not necessarily indicate 
that one country’s products are less safe, or its food safety system less rigorous than 
that of another country. The country simply might be a more important source of 
U.S. agricultural and/or seafood imports. On the other hand, Canada, which imports 
much more to the United States than any other country, had far fewer refusals than 
either Mexico or China, the second and tbirdmost important U.S. importers in dollar 
value. India had the second highest number of refusals, even though it is not among 
the top 10 foreign sources of food, agricultural, and seafood products for the United 
States.^ 

Because of technical problems with OASIS at the time Table 2 was prepared, 
FDA officials seiid they could not immediately respond in detail to CRS questions 
about the database that might have shed additional light on the significance, if any, 
of the numbers in the table. For example, the information published on the FDA 
website does not include the overall number of shipments. Thus, CRS could not 


” (...continued) 

to June 2007), which indicated that refusals were higher during the period: 1,763 for India, 
1,480 for Mexico and 1,368 for China. See “ChinaNot Sole Source of Dubious Food,” .Mew 
York Times, July 12, 2007. 

^ Nonetheless, India's exports to the United States were valued at a significant $1.4 billion 
in calendar 2006. 
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calculate for this report the percentage of overall shipments that had been rejEused for 
a given month, coimtry, or product. However, FDA did receive a total of nearly 1 5 
million import shipments of all types of FDA-regulated products, including but not 
limited to foods, during FY2006, or an average of approximately 1.2S million 
shipments per month.^* 

Reviewing rejEusals by industry, vegetables/vegetable products and seafood 
products appear to have been the most fiequently refused products (at approximately 
1 ,700 shipments from all countries for each of Aese two product types). Fmits/fruit 
products finm all countries accounted for nearly 900 refusals. Cimdy products 
accounted for nearly 600, and spices/flavors/salts for more than 500. Many fruit and 
vegetable product refusals originated in the Dominican Republic, Mexico, and 
several other Latin American and Caribbean nations; a frequently cited reason was 
pesticide contamination. Bacterial contamination (e.g.. Salmonella) or filthy 
condition was cited numerous times. 

Fish and shellfish were refused for a variety of reasons, often bacterial 
contamination, filthy condition, and/or veterinary drug residues. These products 
most frequently appear to have originated in Asian countries, not only China but also 
Vietnam, India, Bangladesh, and others. A 2007 report by Food and Water Watch 
analyzed the FDA OASIS refusals of seafood in more detail, and for all calendar 
years from 2002 to 2006. Among its findings were that more than 70% of all 
imported seafood products were processed. More than 20% of all seafood refusals 
were due to Salmonella, of which 40% were shrimp. It also observed that more 
seafood is being refused for veterinary drug residues.^’ 

Many refrisals of foods of all types also appear to be due to concerns about 
mislabeling, failure to register, or failure to document that the product complied with 
safe manufacturing practices (e.g., using a system of hazard analysis and critical 
control points, or HACCP, for low acid canned foods or seafoods).^* 


FSIS Import Refusals 

FSIS makes available through its website quarterly enforcement reports 
summarizing the actions it has taken to ensure that imsafe, unwholesome, and 
improperly labeled products do not reach consumers. Table 3 shows the total 
volume of meat and poultry products presented for import reinspection and how 
much was refused entry into the country for several recent fiscal years — 
approximately one-third of one percent of total shipments. 


“ FDA e-mail communication to CRS, June 6, 2007. 

Food and Water Watch, Import Alert: Government Fails Consumers, Falls Short on 
Settfood Inspections, May 2007. Accessed on the Internet on June 5, 2007, at [http://www. 
foodandwaterwatckorg/press/publications/reports/import-alert]. 

“ The FDA website defines each of these terms, which are among approximately 180 
possible specific reasons for refusal. 
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Table 3. Imported Meat and Poultry Products Presented for 
Inspection and Refused Entry, Selected Years 

(thousands of pounds') 


1 iscdl N ear 




2005 

4,303,345 

14,081 

0.33 

2006 

3,888,188 

12,312 

0.32 

2007 (9 months) 

2,949,449 

7,596 

0.26 


Source: USDA/FSIS, various Quarterly Enforcement Reports, accessed at [http://www. 
fsis.usda.gov/Regulations_&_Policies/Quaiterly_Enforcenient_Reports/]. 

Note: The figures are based on an entirely different database and inspection regimen than 
the figures for FDA in Table 2 and therefore are not comparable. 


Issues in Congress 

U.S. food import safeguards drew renewed attention in 2007 when adulterated 
pet food ingredients imported fi-om China sickened or killed an unknown number of 
dogs and cats and subsequently were found in some food animal feed, and after FDA 
flagged all farmed seafood fi'om China over concerns about unapproved drug 
residues. One concern has been the adequacy of China’s own safeguards and how 
the United States might encourage improvements. China’s emergence as a world 
agricultural exporter reportedly has been hampered by difficulties in satisfying 
importing countries’ SPS standards.” 

Others argue that China should not be singled out as the only source of concern. 
They assert that food imports fi-om other countries also have potentially serious safety 
risks (see “FDA Import Refusals,” above). Furthermore, they contend, domestic 
foods also can pose safety problems, as evidenced by recent outbreaks of illness 
linked to consumption of raw produce and by continuing recalls of meat and poultry 
products due to bacterial contamination. Nonetheless, many of the food safety bills 
offered in the 110'’' Congress have focused on proposals to increase scrutiny of 
imported foods.” 

Scope of Legislation 

As of October 1, 2007, nearly a dozen food safety biUs were pending which 
contain provisions addressing some aspect of food import safety. One (H.R. 3580) 
has passed Congress; see below. Several of the pending bills focus almost 
exclusively on the import issue. Many of these bills propose that importing 
establishments, and/or the foreign countries in which they are located, first receive 


” Fengxia Dong and Helen H. Jensen, “Challenges for China’s Agricultural Exports: 
Compliance with Sanitary and Phytosanitary Measures,” Choices, l“quarter2007. Seealso 
CRS Report KL340SO, Food and Agricultural Imports from China, by Geoffi-ey S. Becker. 

” For a broader overview of the legislation see CRS Report RL34152,FoodSafety: Selected 
Issues and Bills in the 1 10* Congress, by Geoffrey S. Becker. 
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formal certification from U. S. authorities that their food safety systems demonstrably 
provide at least the same level of safety assurances as the U.S. system. Under some 
of these bills, certification could be denied or revoked if foreign safeguards are found 
to be insufficient, unsafe imports are discovered, or foodbome illnesses are linked to 
such products. 

A number of the bills also propose the collection of user fees from importers to 
cover the costs of inspecting foreign products at the borders. These and other bills 
seek to require more physical inspections and testing by FDA at the border or within 
other countries, to authorize more research into inspection and testing technologies, 
or to restrict imports to specific ports. Still other bills call for more extensive 
mandatory country of origin labeling (COOL), so that consumers can determine 
where food products originate.^' 

Food and Drug Administration Amendments Act of 2007 
(H.R. 3580; P.L. 110-85) 

Section 1009 in the Food Safety title (X) of this new law requires an annual 
report to Congress on the number and amount of FDA-regulated food products 
imported by country and type of food, the munber of inspectors and inspections 
performed, and aggregated data on inspection findings, including violations and 
enforcement actions. A similar food safety title (Title VI) was in the Senate-passed 
version (S. 1082), the Food and Drag Administration Revitalization Act. The House 
FDA bill (H.R. 2900) lacked the food safety title. H.R. 3580 was the measure which 
emerged firom House-Senate negotiations and replaced the earlier versions. It was 
cleared by both the House and Senate and signed into law (P.L. 110-85) on 
September 27, 2007.^* 

Assured Food Safety Act of 2007 (H.R. 2997) 

Introduced in July 2007 by Representative Kaptur, H.R. 2997 would require 
USDA and FDA jointly to establish a program requiring all imported food items to 
be accompanied by a certificate of safety issued by the government of the exporting 
country. (The bill does not reference existing food safety authorities.) Items could 
be excepted if fliey were fi’om a country that has not been the source of a 
contaminated food item involved in a health or safety recall in the preceding five 
years. 


” This report does not cover COOL proposals, althou^ recent developments with food 
imports also have spurred calls for implementation of the (COOL) law for fresh meats, 
produce and peanuts, now scheduled to take effect on September 30, 2008, or for extension 
of such requirements to more types of currently uncovered products. See CRS Report 
97-508, Country-of-Origin Labeling for Foods, by Geoffrey S. Becker. 

” See also CRS Report RL34 1 02, FDA Legislation in the 11 (f" Congress: A Side-by-Side 
Comparison of S. 1 082 and H.R. 2900, by Erin D. Williams, Susan Thaul, Sarah A. Lister, 
Donna V. Porter, and C. Stephen Reiiead. Also see CRS Report RL34089, FDA 
Legislation in thellOtk Congress: A Guide to S. 1082 and HR. 2900, by Erin D. Williams, 
Susan Thaul, and Donna V. Porter. 
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If a certified item is found to be unsafe, imports would be prohibited until U.S. 
officials receive an opportunity to inspect the production facility to assess whether 
corrections have been made, and determine that the country has taken adequate 
corrective actions. Another provision would require USDA and FDA to prepare a 
rq)ort on, and implement, the minimum amount of inspection necessary to assure the 
safety of imports. 

A key provision in the bill would require the collection of user fees to defiay the 
increased costs of such inspections, including the costs of hiring additional 
inspectors. The fees would be assessed beginning in FY2008 on each line item of 
food imported, up to $20 per line (USDA and FDA would define the meaning of 
this). The bill also provides for fee adjustments, including for inflation. 

Imported Food Safety Act of 2007 (S. 1776) 

Also introduced in July 2007, S. 1776 by Senator Durbin is similar in intent to 
H.R. 2997. However, it amends the FFDCA and applies only to FDA-regulated food 
imports with regard to certifications and user fees. The bill would require HHS to 
establish a certification system within two years of enactment, which would apply to 
a foreign government or foreign food establishment seeking to import food to the 
United States. Before granting a certificate to a foreign government, HHS would 
have to review, audit, and certify that its food safety program is at least equivalent 
to the U.S. program. Before granting a certificate to a foreign establishment, HHS 
would have to certify, based on an onsite inspection, that the establishment has 
equivalent food safety programs and procedures.” 

Certifications would be valid for no more than five years; HHS would be 
required to audit foreign governments and establishments at least every five years to 
determine their continued compliance. S. 1776 would authorize HHS to withdraw 
certification of a food if it is linked to an outbreak of a human illness, if the foreign 
program is no longer equivalent to the U.S. program, or if U.S. officials are not 
permitted to conduct an audit or investigation. 

Like H.R. 2997, S. 1776 would set a user fee of up to $20 per line item with 
adjustments for inflation, among other similarities. Unlike H.R. 2997, the Senate bill 
provides more detail on how the fees will be used. S. 1776 directs that not less than 
50% be used for border inspections and not more than 50% be used for a newly 
authorized research program under the bill. Such research would focus on iitq>roved 
testing and sampling techniques to check for adulteration of imported foods. 

Safe Food Act of 2007 (H.R. 1148/S. 654) 

The primary thrust of these companion bills, introduced by Representative 
DeLauro and Senator Durbin in February 2007, is to consolidate federal food safety 
responsibilities under a new, independent Food Safety Administration (FSA). 


” Establishments generally are defined here as any place dial processes, holds, or transports 
food or food ingredients, with the explicit exceptions of farms, and of restaurants and other 
retailers. 
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Section 208 of the bills would require foreign governments or foreign establishments 
that want to export food to the United States to be certified by the new FSA. Such 
certification would be granted to a foreign government and/or establishment if it 
could demonstrate that its food safety programs are at least equivalent to the U.S. 
program; certification of a foreign est^lishment would have to be based on an onsite 
inspection. Certifications would be valid for no more than five years. Certification 
of a food establishment could be revoked any time if it is linked to a foodbome 
illness, if the country’s or establishment’s safeguards are found to be no longer 
equivalent, or if U.S. officials are refiised permission to conduct an audit or 
investigation. 

FSA also is to “routinely inspect’’ food and food animals via a physical 
examination before they enter die United States to ensure they are safe and properly 
labeled. Section 402 of the bills provides for holding a food at ports of entry for up 
to 24 hours if there is reason to believe it is unsafe or misbranded. 

Human and Pet Food Safety Act of 2007 (H.R. 2108/S. 1274) 

Section 419 of these companion bills, introduced in May 2007 by 
Representative DeLauro and Senator Durbin respectively, contain certification and 
auditing requirements similar to those in S. 1776, including the five-year limit on 
approvals and a requirement to routinely inspect imports (see above). Another 
provision in H.R. 2 1 08/S . 1 274 would require importers to give HHS representatives 
access to inspection-related records. 

Import Safety Act of 2007 (H.R. 3100) 

This bill was introduced in July 2007 by Representative Kirk. The measure 
would amend the FFDCA to significantly increase civil penalties for violations of the 
act and also would increase the authorization of appropriations for FDA inspection 
of imported processed foods (and toothpaste) by $20 million annually through 
FY2012. 

Food and Drug Import Safety Act of 2007 (H.R. 3610) 

Representative Dingell, Chairman of the House Energy and Commerce 
Conunittee, in August 2007 began circulating a “discussion draft” of his legislation 
to reform and fund food inq>ort inspections, among other provisions, most of which 
would be amendments to the FFDCA. The draft bill was introduced in September 
2007 as H.R. 3610. It would require the collection of user fees on imported foods, 
beginning in FY2008. As in other proposed bills, the fees would be based on the 
number of entry lines of food, but HHS-FDA could set them as high as $50 per line, 
with provisions for inflation adjustments. At least 90% of the fee revenue would 
have to be used to carry out import inspection activities, with priority on inspections 
at ports of entry and on detection of intentionally adulterated food. The ftinds also 
could be used to pay for FDA inspections overseas. Not more than 10% of the 
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revenue could be used for the bill’s newly authorized research into testing techniques 
for use in import inspections.” 

H.R. 3610 reiterates that all imported foods must meet the same standards as 
U.S.-produced foods; entry would be denied to foods even if they appear not to meet 
them. No foods would be permitted entry unless they are from a foreign facility 
holding a certificate issued by HHS, or are from a foreign country that has been 
certified by HHS as having food safety standards at least as protective as those in the 
United States. Failure to do so could result in revocation of the certificate. HHS 
would be charged with enforcing the provision through random inspections, sampling 
and testing. 

Another proposed amendment would require HHS-FDA to restrict imports of 
all foods to ports of entry located in a metropolitan area that has an FDA lalwratory 
capable of testing such foods, although waivers could be granted allowing other ports 
to be used if the food in question poses no increased likelihood of adverse health 
consequences. At a July 17, 2007 hearing before the House Energy and Commerce 
Subcommittee on Oversight and frivestigations, the panel’s investigators testified that 
FDA border inspectors currently had to cover 326 ports of entry, greatly straining the 
existing workforce. Another topic of the hearing was FDA's tentative decision to 
close a number of its 13 field testing laboratories, which many subcommittee 
members strongly criticized. H.R. 3610 would prohibit HHS from closing any of 
these laboratories, as well as any of the 20 FDA district offices. 

The Dingell bill also would require labeling of all foods to identify the country 
of origin, with implementation details left to HHS; and require the department to 
establish a voluntary “Safe and Secure Food Importation Program” under which food 
importing companies could receive expedited movement of tiieir products in 
exchange for abiding by HHS-developed food safety and security guidelines. 

Consumer Food Safety Act of 2007 (H.R. 3624) 

H.R. 3624 was introduced in September 2007 by Representative Pallone. It 
would require the establishment, within two years, of a comprehensive import food 
safety system involving routine HHS inspections of foreign processing facilities and 
of imports at ports of entry. It authorizes (but does not appear to require) HHS to 
enter into an agreement with any foreign country desiring to export food to the 
United States, provided that HHS determines that the foreign food safety system 
provides at least the same level of protection. Any such agreement would have to: 
provide for a foreign system which ensures safe food that is not adulterated or 
misbranded under the FTOCA; enable HHS to undertake activities to verify that the 
foreign system has at least the same level of safety; and provide for reciprocity in the 
treatment of U.S. imports. HHS would have to certify the specific types of food 
products covered by the foreign safety system, and to review each foreign 
certification at least once every three years. 


” H.R. 3610 also would inqilement a similar fee system for imported drugs. 
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Fresh Produce Safety Act (S. 2077) 

Introduced by Senator Harkin in September 2007, S. 2077 includes in Title HI 
a requirement that HHS, in consultation with USDA, establish by regulation 
equivalency procedures to ensure that foreign countries exporting produce to the 
United States meet the criteria set forth for U.S. produce growers. 
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CCNmS B. HTZGlBeONS. CHIEF OF STAFF 
GREGG A ROTHSCHU, OBEF COUNSEL 


The Honorable Andrew C. von Eschenbach, M.D. 

Conuni^oner 

Food and Drug Administration 
5600 Fishers Lane 
RockvUle,MD 20857 

Dear Dr. von Eschenbach: 

Under Rules X and XI of the Rules of Ae United States House of R^resentatives, the 
Committee on Energy and Commerce and the Subcommittee on Ov^sight and hivestigadons are 
inv^gating the adequacy of the efforts of the Food and Drug Administration (FDA) to protect 
the safety of the Nation’s food supply. 

The Committee is particularly concerned ^out the safety of food imports from China, hi 
the last decade, the number of Chinese food imports has increased three fold. Along with this 
increase in imports, the amount of tainted food &om China has also increased. Some recent 
examples of tainted food hom China include mislabeled wheat flour contaminated with 
melamine, filthy juices and fiuits, dried apples preserved with a carcinogen, and mushrooms 
laced wifii illegal pesticides. It is quite disturbing to consider that China lacks effective controls 
to ensure that toeir exported foods are safe. 

The Committee is specifically concerned about the safety of fish and seafood foom China. 
For example, it was recently discovered that catfish imported fix>m China contained two 
antibiotics banned by FDA. Further, there have been numerous examples brought to the 
Committee’s attention of imported fish and seafood containing contaminants such as salmonella, 
antibiotics, bacteria, and nitrofiiran (a cancer-causing chemical). 
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In order to assist the Cornmittee in its investigation of the safety of the Nation’s food 
supply, we request that you provide us with the following information for each of the last six 
years (2001-2006) by no later than close of business on June 12, 2007: 


1. The number of food imports from China. Please include both the number of 
entries and the number of lines; 

2. The declared value of all food imports from China; 

3 . The number of imports from China that were detained pending laboratory 
examinatibn; 

4. The number of Chinese food samples analyzed by private laboratories; 

5. The number of Chinese food samples analyzed by FDA laboratories; 

6. The number of Chinese food samples determined to be violative; 

7. The number of violative Chinese food shipments that were reexported; 

8. The number of violative Chinese food shipments that were destroyed; 

9. The percentage of Chinese food samples found to be violative in each district and 
each laboratory, and 

1 0. The number of FDA personnel (by full-time equivalent) conducting Chinese food 
import work for each district, each laboratory, and at headquarters. 


If the Food and Drug Administration is unable to assure the safety of Chinese food 
imports, then the Administration should consider a complete ban of all food imports from China 
until such time that FDA can assure the American consumer of the safety of these imports. 
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Your assistance with this request is appreciated. If you have any questions, please 
contact us or have your staff contact Kevin Barstow or David Nelson with the Committee on 
Energy and Commerce staff at (202) 226-2424. 



Subcommittee on Oversight and Investigations 



Subcommittee on Oversight and Investigations 


Mike Ross 
Member 

Committee on Energy and Commerce 


176 


vifwfV! mun taa ova 4«o <oof uaaa evji uu 


Foed md Drug MiMstraDen 
RocMta UD 20887 


0 9 2007 


Dear &fr. Qiairman: 

Hunk you fbr the letter of June S. 2007, consigned by dsree of your coUeaguea, raiuorting 
lofbnnatlon related to the adequacy of the efiBnts of the Pood and Drag Adnmteation (TOA) 
to ensure die aafDtyoffoodbnpOE^ from China. 

We have re-stated each of your requests in bold type, Mowed by FDA’s response. 
Si^cnting documents are enclosed as noted. The t^lea provide data on both human food 
and animal food and fbed. We note that your l^ter requested in^ortinibrmation going hack 
to 2001. However, as diaeuased with yoor staff, prior to 2002, FDA’s impoitatian records are 
not readily aeceiaible within FDA’s automated impOTt traddng system, die Operational ami 
Administralive Syrtem fiir Inqiort Support (OASIS). Iherdfore, the infrmnation we are 
providing goes back only to 2002. 

1. ‘*Tlie Dnniber of food impoiti from China. Fleaae include both die number of 
entries and the nmber of lines,” 

Response: A table providing mibnnatiaa tespantive to dua request ig eocloiad at Tab A. 
Because the only meaningful way to report impoit dsEta categorized by country of origin or by 
product category ia at the line level, we are proviiUng data for line entriaa (Imea) only. 

We note diat import entries are not product or country of orig^ ^leei&c. Entries ofren 
include a eombinadon of fboda, drugs, coamstics, derices and odia FDA-regulated proihicts, 
aa well aa prodncts not r^ulated by FDA, and they can products from a number of 
dif^snt countries of otigiiL Aline entry, however, lefess to eecbpoidon of an bnpoit entry 
dtat is listed as a separate item on an entry document. Tina entries do contain data elamente 
frjT counby of origin as well as product cat^ory. 

X "The declared value of all food imports Ihon China.” 

^jtogponae : hifannBdonmponsive to this request is included in the table enclosed at Tab A. 



DEPABTIVOSNT OF HEALlH h. HUMAN SERVICES 


'Die Honorable John D. Dingdl 

Chflinn ai ? 

Committee on Energy and Commerce 
House of R e pre a ra t ad ves 
Wa8lnngton,D.C. 20515-6115 
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3. “Tbe naraber of imports from China that 'trere detalnhd pending laboratoiy 
examlnaiian.’* 

Rasoonac A table piDvidlogin&nnationra^naive to dm request is enclosed at Tab B. The 
table provides information on line entries in product categories related to Human and animal food 
that were held under Detention Without Fh^cal Examination (DWFE). 

U is inqiortant to note that detendoru an imdettalten pending the refusal or release of an inqiott 
linemtry. We detain shipments ofibred for inqxrrt based on an ^■pearanceofavioladan under 
801(a}ofthe Federal Pood, Drug, and Cosmetic Act. Labontmy analysis is only one of many 
ways to overcome the appearance of a violation and may not be sufficient landing alone in 
many instances. 

4. ‘"The nninber of Chineae food samples anaiyitd by private laboratorfes.” 

Response: Enclosed at Tab C is a table that d^ails tbe nrnnber and types of analytioal p^ikages 
received by FDA from outside laboratories that include an imaly iBie of Chinese food santoles. 

5. “The nninber at Chinese food sanqiles analyned by FDA laboratories.” 

Response : The following two tables represent foe nunfoer of Chinese food sanqiles analyze by 
FDA laboratories for fiscal years 2002 - 2006. 

The table below tabulates inqiott sanqiles, which are ssmplea of a commodity collected fiem a 
shipment made by a foreign firm into tbe U.S. before they are released into commerce. 


1 NumlNfM Import CliinAM Food SamiSlMAnalyMd I 

FISCAL YEAR 

UmORTW 

HUMMfiOOD 

MFORTBtANUIAL 

POODANDf&D 

GRAIffi TOTAL 

FY2002 

1.343 

13 

1,350 

nr 2003 

2,354 

17 

2,371 

FY2004 

2,295 

36 

2330 

FY200S 

253S 

44 

2,582 

FYZ006 

2,462 

44 

2A>6 

GRAND TOTAL 

10,U2 

153 

11,135 
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Hie ibUoxving table domestic import samples, which are sm^ila of an impoited article 

collected after release from inpott status. 



j 1223553 

mPORTSD 
HUMAN POOO 


GRAND TOTAL 

FYKKH 

1S8 


158 

FY2003 

124 

4 


FY2D04 

110 


110 

FY20O5 

105 


103 

FY20O8 

91 


SI 


388 

4 

sn 


6 , *The number of Chfaicte food samptet determined to be viobrttve.** 

jtoponse : The following two tables represent die number of CSimese food saoqiles debaznizmd 
to be violative for fiscal yean 2002 - 2006. 


Number ofVloietlvebnpertChtnaaa Food SemplMAiwIysad I 

FISCAL YEAR 

NiPONTED 
HUMAN FOOD 

mmm 

GRAND TOTAL 


181 

3 

154 


23B 


239 


204 


204 

FY2005 

176 

1 

17S 

FY2006 

148 

1 

149 

GRAND TOTAL 

827 

5 

932 


(Coffadad bafbra falaata Into commarca). 



FISCAL YEAR 

C25535??! 

li 

GRAND TOTAL 

FY2002 

66 


69 

FYZ003 

16 

1 

17 

FY2004 

18 


13 

FY2006 

9 


9 

FY2006 

25 


23 

GRAND TOTAL 

134 

1 

135 


(CtoUeoted srftor reieasa Into eornmerea). 
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Page 4 - Hie Hcaioiable Jebn D. Dingell 

7. '^e number of violative CUnae food sh^menta Aatwere reexported.” 

8. “The number of vIoIxtiveCbinese food ihipBientfAatvreTedeitrayeiL” 

Remonse ftp bofli oneationaV . Under tboFD&C Act, an impoiteliipmenticfiisedadmiaaum must 
be exported or destroyed widiin 90 dayi. &i&rcemaitoftbiaTequiRmcDt is handled by U.S. 
Custonia and Border Protectton. FDA does not systematically coUeet or corninleiiunieiiEal data 
on the disposition of reinsed sbqiments. 

9. “The percentage of Chinese food saniplm found to be viobtivc in each district and 
each laboratory.” 

Rmnonae : Emlosed at Tab Date five tables that are n^onsive to your request Thesetables 
represent the percentage of Chinese food samplaa finind to be violafive in fiscal ymts 2002 
through 2006. The tables are divided into Analyzing Laboratory and Collecting District 
Within each laboratory or disttict the data is further divided between human fb^ and animal 
fiiodandfeed. Finally, the data is divided between those samples eolleeted in import status and 
those sanqiles collected in domestic eommace after having bean imported and released into 
commerce in the United States. 

10. “The nnmber of FDA personnel (by foU-iiiiie equivalent)' eondnetlng Chinese fbod 
import work for each district, each labsmtoiy, and at headqnarters.” 

Resoonse: We are unable to provide a breakdown of fiill.time equivalents perfinmingCbineae 
ibod import woik. FDA does not assign work or hire staffto specifically conduct woik based 
upon the country of origin of regulated products. The duties ofFDA staff an assigned by 
management baaed iqnn the yearly work plan, emetgencica, and. other needs that ariae during 
any given year. 

Thank you fiir your interest in fius matter. Ifyou have any fiutherquestimu or cmceim, please 
letualmow. A similar response has baan sent to fba co-signers of your letter. 
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ONE HUMORED TENTH CONGRESS 

IH.A. I^aast of lUiiitOtntatibeO 

Committee on Cnersp anti Commerce 

SBasfl^ington, 36C 20515-6115 

JOHN D. [»NGELL, MICHIGAN 
CHAIRMAN 



June 6, 2007 


DENNIS BL RTZOIOBONB, CHEF OF STAFF 
OreGO A. ROTHSOmO. CHEF CCRINSEL 


Richard A. Raymond, M.D. 

Undw Secretary for Food Safety 
Food Safety and Inspection Service 
U.S. Department of Agriculture 
1400 hidependence Avenue, S.W, 

Washington, D.C. 20250 

Dear Dr. Raymond: 

Under Rules X and XT of the Rules of the United States House of Representatives, the 
Committee on Energy and Commerce and the Subcommittee on Oversight and hivestigations are 
currently investigating the safety of the Nation*s food supply. While the initial focus of the 
investigation has been on the adequacy of the efforts of ihe Food and Drug Administration 
(FDA) to protect the Nation’s food supply, a food safety matter of deep concern involving die 
U.S. Department of Agriculture (USD A) has recoitly been brought to our attention. We are 
writing to request your assistance in providing die Committee with more information regarding 
this matter 

On Sunday, May 20, 2007, The Washington Post ran an article entitled, “Tainted Chinese 
Imports Common.” This article raised several concerns about the safety of food imports from 
China. According to the article, USDA has a rule dial allows China to export chickens to the 
United States if the chickens were grown and slaughtered in North America and dien processed 
in China. The Post article reports that this rule was promulgated last year “under high-level 
pressure from China” after quickly passing through multiple levels of reviews. Additionally, 
according to the article, you have stated that a rule “is in &e woiks” to allow Chma to export its 
own homegrown birds to the United States. You further stated “that permission for China to sell 
poultry is moving ahead because recent USDA audits found China’s poultry slaughterhouses to 
be ojuivalent to those here.” The Post article, howevCT, reports that others who have seen ihe 
audits disagree with this assertion. One advocacy group called USDA’s finding.^ “unbelievable.” 
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Richard A. Raymond, MD. 
Page 2 


hi order to assist the Committee with its investigation of the safety of the Nation’s food 
supply, we request that you provide the Committee with the following infoimation: 

1 . Any documents or communications relating to the decision to allow China to 
export chickens to the United States that were grown and slaughtered in North 
America and then processed in China; 

2. Any documents or communications relating to the proposed rule that would allow 
China to export its own homegrown birds to the United States; and 

3. Any documents or communications relating to the audits of Chinese poultry 
slaughtediouses. 

Please note, for the purpose of responding to the above request, the terms “documents,” 
“communications,” and “relattng” should be interpreted in accordance with the attachment to this 
letter. After reviewing the documents, we may request additional documents and/or staff 
interviews with USDA/Food Safety Inspection Service persoimel. 

We ask that you supply all requested documents by no later than the close of business two 
weeks ftom the date of this letter. 

If you have any questions relating to this request, please contact us or have your staff 
contact Kevin Barstow or David Nelson with the Committee on Energy and Commerce staff at 
(202)226-2424. 



Attachment 

cc: The Honorable Joe Barton, Ranking Member 

Committee on Energy and Commerce 

The Honorable Ed Whitfield, Ranking Member 
Subcommittee on Oversight and Investigations 
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ATTACHMENT 

1 . The term “records” is to be construed in the broadest sense and shall mean any written or 
graphic material, however produced or reproduced, of any kind or description, consisting 
of die original and any non-identical copy (whether different fiom the original because of 
notes made on or attached to such copy or otherwise) and drafts and both sides thereof, 
whether printed or recorded electronically or magnetically or stored in any type of data 
bank, including, but not limited to, the following: correspondence, memoranda, records, 
summaries of personal conversations or interviews, minutes or records of meetings or 
conferences, opioions or r^rts of consultants, projections, statistical statements, drafts, 
contracts, agreements, purchase orders, invoices, confirmations, telegraphs, telexes, 
agendas, books, notes, pamphlets, periodicals, reports, studies, evaluations, opioions, 
logs, diaries, d^ calendars, appointment books, tape recordings, video recordings, e- 
mails, voice mails, computer tapes, or other computer stored matter, magnetic tapes, 
microfilm, microfiche, punch cards, aU other records kept by electronic, photographic, or 
mechanical means, charts, photographs, notebooks, drawings, plans, inter-office 
communications, intra-oHice and intra-departmental communications, transcripts, checks 
and canceled checks, bank statements, ledgers, books, records or statements of accounts, 
and papers and things similar to any of the foregoing, however denominated. 

2. The terms “relating,” or “relate” as to any given subject means anything that constitutes, 
contains, embodies, identifies, deals with, or is in any manner whatsoever pertinent to 
that subject, including but not limited to records concerning the preparation of other 
records. 



195 



United States 
Department of 
Agriculture 


Office of the 

General 

Counsel 


Washington, 

D.C. 

20250-1400 


October 9, 2007 

OCT O9 20W 

The Honorable John D. Dingell 
Chainnan, Conuiuttee on Energy and Commerce 
United States House of Representatives 
Washington, D.C. 20515-6115 

The Honorable Bart Stupak 

Chairman, Subcomnuttee on Oversight and Investigations 
Committee on Energy and Commerce 
United States House of Representatives 
Washington, D.C. 20515-61 15 

Dear Chairmen Dingell and Stupak: 

I write in response to your June 6, 2007, letter to Dr. Richard A. Raymond, Under 
Secretary for Food Safety, United States Department of Agriculture (“USDA”), in which 
you requested various documents and communications related to the decision to allow 
China to export poultry products to the United States. 

USDA is committed to assisting the Committee and the Subcommittee (collectively the 
“Committee”) in this request for information in a manner that accommodates both the 
Committee's legitimate oversight interests and the interests of the Executive Branch. 

The Committee’s letter included three separate inquiries (processing, slaughter, and audit) 
and has therefore required a substantial amount of work on the part of the Department. In 
response to your request, FSIS officials promptly commenced a search of the records of 
the immediate office of the Under Secretary for Food Safety, as well as of the Food 
Safety and Inspection Service (“FSIS”). Due to the extremely broad scope of the request, 
we devoted a substantial amount of personnel hours, effort, and resources to this 
undertaking. 

In response to your request, we are providing you with 7,147 pages of responsive 
materials (Bates stamped 1 - 7147), which are enclosed herewith. The documents 
responsive to your request are organized chronologically into categories in accordance 
with the three requests specified in your June 6, 2007, letter. 

Among the documents being produced are a number of documents of a deliberative 
character that would not normally be shared outside of the Executive Branch. We are 
nonetheless providing them in an effort to accommodate the Conunittee. Please be 
advised that we have identified some additional documents that are of a distinct character 
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due to their higiily deliberative nature reflecting internal Executive Office of the President 
decision-making processes. In light of the extraordinary accommodation and in-depth 
insight being provided regarding each of the Committee’s three subject matter inquiries, 
these additional documents have not been included in the attached production. Should 
the Committee wish to discuss this matter, we would be willing to ocplore the possibility 
of fiirther accommodation. 

Regarding the extensive number of documents provided today, we are concerned that 
disclosure of USDA’s internal deliberative documents outside the Congress would have a 
potential chilling effect on die candor and quality of fiiture Executive Branch 
deliberations regarding matters of public health, and would hamper our ability to assert 
qrplicable exemptions and privileges under the Freedom of Information Act and other 
disclosure statutes. We request that the Committee use these documents for Committee 
purposes only and strictly maintain their confidentiality. Accordingly, should the 
Committee determine that public disclosure is necessary in the exercise of the 
Committee’s responsibilities, we request an opportunity to discuss our concerns with you 
before the documents are released. 

Thank you very much for your consideration. If members of your staff would like to 
discuss this matter further, please ask them to contact John Golden, Associate General 
Counsel, at 202-720-3155, or Job Serebrov, Senior Counselor to the General Counsel, at 
202-205-4725. 


Sincerely, 



General Counsel 
Enclosures 

cc; The Honorable Joe Barton 

Ranking Member, Committee on Energy and Commerce 

The Honorable Ed Whitfield 

Ranking Member, Subcommittee on Oversight and fiivestigations 
Committee on Energy and Commerce 

The Honorable Richard Raymond 
Under Secretary for Food Safety 
United States Department of Agriculture 


2 
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Executive summary 

The State Council of China published the 11'*' Five-Year Plan on Food and Drug Safety in April 
2007. In an effort to step up supervision and administration on the safety of food, drug and 
food-service industries, the plan outlines the targets and major tasks for the government 
during the period from 2006-2010. 

Special thanks go to the Embassies of Argentina, Brazil, and Canada in China for their 
assistance in translating this document. 

BEGIN TRANSLATION 

The Eleventh Five-Year National Plan for Food and Drug Safety 

In order to further strengthen the supervision on food, drugs and hygiene of food and 
beverage services, to constantly enhance the safety of food, beverage and drug use for the 
public and to promote social harmony and stability, this Plan Is formulated in accordance with 
the "Outline of the 11th Rve-Year Plan for National Economic and Social Development of the 
People's Republic of China" and the relevant guidelines and policies of the Communist Party 
of China (CPC) Central Committee and the State Council. 

Part One Guiding Thoughts and Basic Principles 

I. Guiding Thoughts 

Guided by Deng Xiaoping's theory and the important thoughts of the "Three 
Representatives', to earnestly Implement the scientific concept of development, fully perform 
the government duties In social administration and public service, strengthen facility 
construction for the supervision on food and drugs. Improve the technical standard system, 
vigorously uplift the technical level of Inspection and testing. Innovate the supervision 
mechanism, standardize supervisory behavior, enhance the capability and level of 
supervision, safeguard the safety of food, beverage and drug use for the public, and make 
due contribution to building a well-off society in a comprehensive way and constructing a 
harmonious socialist society. 

II. Basic Principles 

Firstly, we shall adhere to the people-based principle, in order to serve the overall interests 
of the country. We must take the protection of the safety of food, beverage and drug use for 
the public as the starting point and the end result of all our work, and ensure that the 
supervision on food and drug safety is compatible with the economic and social development, 
with the overall goal of building a well-off society in a comprehensive way, and with the 
structural reform of the national administrative management system. 

Secondly, we shall adhere to scientific supervision and Innovative mechanism. We must 
establish the concept of scientific supervision, improve the supporting technology system, 
enhance the capability and level of supervision on food and drug safety, innovate the 
supervision system and build a new supervision mechanism that suits the national conditions 
and meets the requirements of a socialist market economy system. 

Thirdly, we shall adhere to full-process supervision and administration according to law. We 
must strengthen food and drug safety supervision in accordance with law, continuously 
Improve the laws and regulations pertaining to food and drug safety supervision, ensure 
stringent law enforcement, standardize supervisory behavior, and achieve the ftjll-process of 
standardized and effective supervision on ail aspects relating to food and drugs. 

Fourthly, we shall adhere to an all-round, well-coordinated approach and integrated resource 
management. We must aim to take full advantage of the available resources, optimize 
resource deployment, bring Into full play the functions of each area and aspect in food and 
drug safety supervision, establish a food and drug safety supervision mechanism 
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demonstrating coordinated efforts of joint administration, and utilize effective resources to 
maximize efficiency. 

Fifthly, we shall adhere to strengthening grass-root and basic-level supervision. We must 
take grass-root and basic-level supervision on food and drug safety as a high priority, 
organize and mobilize sufficient financial, technical and human resources to better equip 
grass-root and basic-level units, and considerably reinforce grass-root development and 
basic work on food and drug safety supervision. 

Part Two Development Objectives 

Through efforts made over an estimated period of five years, the food and drug supervision 
system and mechanism will be gradually Improved; the law and regulatory system will 
become more perfect; the quality of supervisory forces will be improved; the capability to 
exercise administration according to law will be further enhanced; infrastructure construction 
will be strengthened; technical equipment will be further upgraded; the development of food 
and drug safety standards and the level of testing technology will be notably advanced; the 
manufacturing and distribution of food and drugs shall be conducted In a markedly improved 
and more orderly manner; illegal and criminal activities in manufacturing and distributing 
fake and inferior food and drugs will be effectively curbed; and the number of food and drug 
safety incidents will be significantly reduced. 

I. By the end of the 11th Five-Year Plan period, a safeguard system for food safety 
to be basically established 

• The food safety information monitoring network will cover 90% of the country; 

• The quality safety qualification rate of fresh/live agricultural products in whole-sale 
markets, large-scale farmers' trading markets and chained supermarkets in large 
and medium-sized cities will reach 95% based on spot checks; 

• 100% of major food safety inddents will be dealt with; 

• The food recall system will cover 80% of the country; 

• National specific inspections on food manufacturers will cover 90% of the country 

II. By the end of the 11th Five-Year Plan period, the level of drug supervision to be 
substantially upgraded 

• The rural drug supervision network will attain a 100% coverage rate, and that of the 
rural drug supply network will remain at 80% or above; 

• In terms of independent capabilities to carry out full-scope Inspections against the 
existing national drug standards, the drug inspection Institutes at the provindal and 
port levels will have the capability to conduct 100% of such inspections, while the 
drug Inspection Institutes at the munidpal (prefecture) level will have the capability 
for 80%; 

• The state-level medical devices Inspection institutes will have the capability to 
inspect 100% of the products under their jurisdiction, while provincial medical 
devices Inspection Institutes will have the capability to Inspect over 95% of 
conventional products in the market; 

• The coverage rate of drug supervision spot inspections will be increased from the 
current 30% to 80%. 

Part Three Major Tasks 
1. Food Safety 

1. To strengthen food safety monitoring 

Regionalize the production areas of edible agriculture products. Establish environmental 
safety monitoring systems for the production areas of agricultural products, to systematically 
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investigate pollution in the production areas and carry out environmental and quality safety 
monitoring on key regions and production areas of representative agricultural products. 
Strengthen the quality and environmental safety management of agricultural Inputs. 
Establish a national system of monitoring and control on pesticide and veterinary drug 
residues, and expand the network of routine monitoring of quality and safety of agricultural 
products from coverage of the current 37 cities to all the large and medium-sized cities 
across the country. Establish a system of monitoring and control on the pollution of raw 
grain, monitor the quality, safety and hygiene of raw grain and build a network of monitoring 
of the grain quality and safety and the hygiene of raw grain. Carry out risk monitoring on 
non-food raw materials, systematically Investigate pollution of non-food raw materials, 
establish a national spedal Inspection system on compulsory standards of key food, 
implement an electronic labelling management system, and establish and standardize a food 
recall supervision and management system. Improve the spot check and routine monitoring 
system for food safety, hygiene and quality, set up food quality monitoring and direct- 
reporting points. Improve the national monitoring network on food contaminants and food 
borne diseases. 


Column 1: Food Safety Monitoring 
Environmental monitoring and control 

Reinforce the environmental monitoring and control of the 'vegetable basket" production 
bases in key cities across the country, carry forward environmental safety regionalization 
and monitoring of key pollution sources in the production areas of agricultural products 
around Bohal Region, Pearl River Delta and Qiangjlang River Delta. Establish monitoring 
points Interlinked through network to survey the environment in the production areas of 
agricultural products In key cities, build a data sharing platform on environmental quality 
in the production areas of agricultural products across the country. 

Market quality monitoring and control 

Improve the routine market monitoring system, and establish monitoring and control 
points to survey the quality of fresh/llve agriculture products In wholesale markets, large- 
scale farmers' trading markets and chain supermarkets in large and medium-sized cities. 

Food contaminants and food borne diseases monitoring 

Improve the food contaminants and food borne diseases monitoring network, which 
consists of provinces (regions, municipalities) as the monitoring and control units down to 
dtles and counties as the monitoring points. 

Construction of bases 

Establish agricultural products and food demonstration bases under the circular economy 
model; accelerate the construction of bases for pollution-free food (agricultural products), 
good agricultural practice (GAP), green food and organic food. 

Non-food raw material monitoring and food recall 

Improve the pollution monitoring network on non-food raw materials at three levels - 
provincial, municipal and county level; carry out risk monitoring of non-food raw materials 
In key regions, of key products and key substances. Implement food recall work for high- 
risk fbod products such as meat products, dairy products, beverage, processed grain 
products, and edible vegetable oil. 


2 . To upgrade the level of food safety Inspection and testing 
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Integrate and take full advantage of the available food Inspection and testing resources, 
tighten up laboratory qualification management, preliminarily establish a coordinated, 
consistent and effective opierational food safety inspection and testing system, achieve the 
sharing of testing resources, meet the demands for safety supervision on the full process of 
food production, distribution and consumption, strive to bring the technology of the state- 
level food safety testing institutes up to par with advanced international level. Promote the 
socialization of inspection and testing institutes, and vigorously encourage and develop third- 
party testing institutes. 


Column 2: Key Aspects In Building Food Safety Testing Capacity 

Inspection and testing on the quality and safety of agricultural products 

On the basis of an Integration of available resources, establish state-level centres of 
research on quality standard and testing technology for agricultural products, 
specialized quality Inspection centres for agricultural products, regional quality 
Inspection centres, provincial Integrative quality inspection centres for agricultural 
products and county-level testing stations for agricultural products. 

Food quality and safety testing 

Enhance the capacity building for state-level food quality supervision and inspection 
centers and municipal/county-level product quality Inspection institutes to carry out 
food quality and safety testing. 

Testing on food contaminants and food home diseases 

Promote testing technology against common hazard elements In the food and beverage 
industry; improve rapid testing technology against 10 types of common chemical and 
biological contaminant elements In the food and beverage Industry. 

Rapid testing 

Depending on needs, gradually equip food safety supervision and administrative 
departments with necessary rapid testing fadllties and rapid testing vehicles. 


3. To improve standards pertaining to food safety 

Further strengthen the efforts in formulating and revising food safety standards and basically 
establish a unified and scientific food safety standard system. Advance the process of 
adopting international and foreign advanced standards into China's food safety standards, 
and actively participate In the formulation and revision of international standards. Formulate 
feasible transitional or classification standards in accordance with China's specific conditions 
associated with food production, processing and distribution. 
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Column 3: Key Aspects in the Formulation of Standards Pertaining to Food Safety 
Environmental pollution control standards 

Formulate environmental pollution control standards targeting mainly at the environment of 
the production areas of grain crops, vegetable, animal and aquatic products. 

Standards pertaining to food safety 

Formulate the production area environmental standards required for certification and 
surveillance of pollution-free products, good agricultural practice (GAP), organic and green 
food, standards for grain and major agricultural products, rational standards on the use of 
pesticides and chemical fertilizers, GM biological safety standards, and standards for 
prevention and control of animal diseases; complete the formulation and revision of about 
500 standards concerning residues and Inspection methods of pesticides, vetennary drugs 
and toxic heavy metal elements; complete the formulation and revision of standards 
concerning residues and inspection methods of biological toxin and harmful micro-organisms; 
complete the formulation and revision of the hygiene standards for nutrition labeling, food 
containers and packaging materials, basic hygiene standards and inspection methods for 
food contaminants, and hygiene standards for food products and hygiene standards for the 
use of food additives; formulate standards concerning storage, transport and drculation ^ 
safety such as the temperature and operational rules on cold chain logistics for fresh/live 
food. 

Demonstration of standardization 

Build a demonstration system of quality and safety standardization for bulk fresh/live 
agricultural products, superior agricultural products and agricultural products for export, and 
establish state-level agricultural standardization demonstration parks. 


4. To build a food safety information system 

Take full advantage of the available information sources and infrastructure, build a national 
food safety information platform and form a food safety information network composed of 
the following four levels - national, provincial, dty and county level, as well as a national 
direct-reporting network targeting at food safety elements of the key enterprises; build a 
food saf^ dynamic Information database with high capacity, manageability and enhanced 
security; establish a national food safety basic information sharing system and create a 
coordinated network working environment serving for food safety monitoring and analysis, 
information notification, contingency early warning, emergency response, scientific research 
on food safety as well as providing social and public service. Accelerate the establishment of 
a unified food safety public notification system. 
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Column 4: Key Projects In Systematizing Food Safety Information 
Food safety information monitoring network 

Build and Improve the food safety information-monitoring network, and gradually form a 
unified and scientific food safety information evaluation and early warning system. 

Electronic surveillance 

Gradually build an electronic surveillance network to monitor food production, processing 
and distribution, and achieve electronic surveillance of food production and processing, 
qualification of operating businesses and product quality. 

Food safety information centre 

Based on the food safety information network and the integration of the available 
resources, build a food safety Information centre to classify, filter, comprehensively 
analyze and monitor food safety information, make assessments on the food safety 
situation and perform early warning. 


5. Enhance the science and technoiogy supporting capability for food safety 

Carry out basic research, high-tech research, establish key technology research on food 
safety and a platform for sharing food safety research statistics, and strengthen research of 
application technology and relevant strategies. Monitor standards of Codex Alimentarius 
Commission, supervision measures on food safety of major trading countries, and evaluation 
announcements of WTO's Agreement on the Application of Sanitary and Phytosanitary 
Measures and Agreement on Technical Barriers to TVade. Strengthen capacity building of 
food safety technology, and set up preliminarily an open food safety research system, which 
has autonomous and Innovative capability and is internationally compatible. Enhance quality 
team building and subject building of food safety. 


Column 5: Key Points In Food Safety Scientific Research 
Monitoring research 

Including Codex Alimentarius Commission, and food safety management system, policies, 
laws and regulations, standards, safety guarantee techniques, key testing methods of major 
trading countries. 

Research of evaluation technology 

Involving novel material for food, novel technoiogy and genetically modified foods, food 
additives and food contact materials. 

Research of risk assessment technology 

Involving pathogenic microorganisms, pesticide and veterinary drug residue, novel foods, 
chemical (including biological toxins) hazardous material; set up hazard assessment model 
and methods for food-borne hazards; put forward high-risk food lists and hazard control 
measures. 

Research of application technology 

Including tracing technique for characteristics of food varieties, mapping technique for food 
production areas, labelling of food production areas and bar coding tracing technique, quality 
safety tracing technique for agricultural products, and Inspection and testing technique, 
testing methods in food processing and distribution, testing methods of producing and selling 
forged products, quick testing of food safety, laboratory confirmation technique, 
standardization of testing methods and safety certification, early warning of food safety 
emergencies, and food safety control measures and research In food production, processing 
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and transportation. 


6. Strengthen the building of emergency response system for food safety 
emergencies and major incidents 

Improve emergency response system of food safety, and set up food safety quick response 
connecting mechanism. Improve emergency direction and decision-making system, 
emergency surveiilance, reporting and early warning system, technical supporting system for 
emergency testing, system for emergency response team and material assurance, and 
improve the bases for training and exercises, establish on site treatment capability, and 
enhance government emergency treatment capability. Enhance comprehensively the 
supervision of investigation on major food safety Incidents, Improve punishment system, set 
up system for the return visits by emergency supervisors and gradually complete a national 
system of specialized food safety supervisors. 


Column 6: Key Points in Building A Food Safety Emergency Response System 
Emergency response and treatment 

Gradually establish a coordinated network and platform for food safety emergencies and 
major incidents, strengthen the building of a direction and decision-making system. 

Quick response of food poisoning 

Establish a reporting and response system in restaurant Industry regarding food poisoning. 
Improve capability of treatment and tracing of food poison sources. 

Quick response In food processing, distribution 

Establish emergency response and treatment system in food processing and distribution. 


7. Establish food safety evaluation and assessment system 

Establish risk analysis and evaluation system, investigate potential threats of foods and 
consequences and possibilities of danger, and rank the risk of foods accordingly. The result of 
risk assessment is provided as the basis for government to make decision and management 
for food safety. 


Column 7: Food Safety Evaluation and Assessment System 
Investigation and evaluation 

Investigate and evaluate the establishment and implementation of food safety system by 
enterprises, as well as the safety of livestock, vegetables and fruits, aquatic products, 
alcoholic products, dairy products, baby products, grain and oil and their products, 
seasoning, instant food, bean-made products, drinking water, food additives and food 
packaging materials. 

Risk assessment 

Conduct food safety risk assessment on pesticide and veterinary drug residues, 
contamination of harmful and noxious substances, food additives, food packaging materials, 
food processing techniques and facilities. 

Special Inspection of key foods 

Launch nationwide inspection of 15 key categories of food, and annual compulsory inspection 
on production and processing enterprises. 
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8, Improve food safety credibility system 

Improve public awareness of credibility, build up an environment of credibility and develop a 
culture of credibility. Establish preliminarily a system to utilize food safety credibility, 
comprehensively promote food safety credibility system In Its ability to regulate, guide and 
supervise, food safety work. Gradually establish food safety credibility records of enterprises 
and execute supervision by categorization of food safety credibility. Improve the system of 
"local governments bare the full responsibility for food safety work, enterprises are the first 
responsible parties for food safety", enhance self-discipline of enterprises and establish red 
and black list of enterprises. 


Column 8: Food Safety Credibility 

Supervision by categorization of food safety credibility 

Establish information system for registration records of main food production trading 
enterprises, and categorization database for main food producers and traders, collect widely 
access Information of main food producers and traders, food safety supervision information, 
consumer complaint and report information, improve a credibility categorization supervisory 
system for main food producers and traders 

Quantitative classification management 

Carry out quantitative classification management of food inspection and strengthen health 
certiflcatlon and supervision of food sanitation. 


9. Carry on special campaigns on food safety 

Severely crack down forgery of food production and trade, prioritize crackdown on high 
safety risk foods. Improve food safety level of production, processing, transportation and 
consumption of grain, meat, vegetables, fruits, dairy products, bean products and aquatic 
products which are closely related to people's daily life. Improve regional food safety 
supervision system, enhance and Improve regular supervision measures of food producers, 
explore supervision models for rural small-sized food production, processing and trading 
enterprises. Effectively stop the illegal uses of non-food raw materials, abuse of food 
additives and food production and trade by unlicensed enterprises. Strengthen supervision of 
food markets, regulate food advertising, especially advertising In small and medium-sized 
cities. Enhance supervision of rural food safety, direct the inspection and set up modem 
distribution and supervision network in rural areas, to comprehensively enhance the food 
safety assurance capability in rural areas. 


Column 9: Special Food Safety Activities 
Special programs for food safety In rural areas 

Strengthen special controls on pesticide and veterinary drug residues, abuse of prohibited 
drugs for animal and poultry products, and special controls of drug residue In aquatic 
products. Gradually establish a comprehensive supervisory network for rural food safety. 
Establish and popularize quality safety control system in small rural processing enterprises. 
Carry out special controls on urban-rural connecting food markets. Strengthen supervision 
and management of small rural restaurants and group dining places and establish reporting 
systems. 

Special control of livestock slaughtering and processing enterprises 

Severely crack down Illegal slaughtering and set up guarantee system for harmless 
treatment of disease-affected meat. 

Special control of high safety risk food processing industry 

Set priorities every year to carry out comprehensive inspection and testing and implement 


UNCLASSIFIED 


USDA Foreign Agricultural Service 







206 


GAIN Report - CH7058 Page 10 of 19 


special controls on production and processing industry of high-risk foods. 

Administration of marking and iiabeiiing 

Strengthen administration of marking and labelling of food, food additives and food 
packaging materials. 

Safety assurance 

Implement food safety assurance projects for 2008 Beijing Olympics and 2010 Shanghai 
World Expo. 

Demonstration programs Conduct special inspection on production and processing 
quality and set up model small enterprises and workshops. Launch self-discipline model food 
market, supply chains and meat producers. Establish 'food safety supply chain 
demonstration programs", training programs for "hundred household safe meat 
demonstration factory", and "hundred household green food market". 


10. Improve food safety accreditation 

Establish a unified "from field to table" national food accreditation system. Promote 
accreditation of organic and green foods, as well as non-polluted agricultural products and 
feed. Conduct accreditation of management of agricultural product makers and processing 
companies. Improve regulation in production, storage and transportation, and self- 
management of companies. Boost the mutual recognition of food accreditation system of 
China and the world. 

11. Strengthen Import-export food safety management 

Establish and Improve quality safety access system of Imported food and launch access 
procedures that are science based and in accordance with international practice. Manage 
imported food In categories based on risk assessment and improve the effectiveness of 
quarantine and Inspection of Imported food. Improve Inspection system for imported food, 
especially Inspection of pesticide, food additive, pathogenic micro-organisms, harmful and 
noxious substances and labelling. Establish and improve "one model, ten systems" food 
safety management system for export foods (i.e. "company + base + standardization" 
management model, and the ten registered management systems for growing and 
cultivating bases). Utilize to the most extent possible, the stipulations of the WTO 
"Agreement on Technical Barriers to Trade" and "Implementation of the Agreement on 
Sanitary and Phytosanltary Measures", establish a good food safety technical trade 
implementation system. Establish import-export food quality and safety control framework, 
establish and revise Industry standards for Inspection and quarantine relating to food safety 
testing. 


Column 10 Key Points for Import ft Export Food Safety Administration 

Improve import and export food safety quaiity administration system 

Carry out risk assessment, establish and improve inspection and quarantine access 
procedures for imported foods and market access requirements for all kinds of foodstuffs; 
implement import and export food quality safety monitoring plan. Establish epidemic, 
disease, pesticide and veterinary drug residue monitoring system for exported foods, and 
carry out electronic supervision on export food production and processing enterprises. Carry 
out export food quality traceability and recall systems, construct risk forecast and quick 
response systems and release red and black lists of import and export enterprises. 

Enhance technical assurance capability in import and export food Inspection and 
quarantine 

Reinforce the import and export food testing capability and the bulldina of expert team and 
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improve Import and export food safety information system, 


12. Carry out advocacy, education and training on food safety 

Formulate the outline for food safety advocacy and education. Reinforce advocacy reporting 
on laws, regulations, policies and standards for food safety, popularize basic knowledge of 
food safety, enhance social awareness of food safety and strengthen consumer capabilities of 
self-protection, participation and surveillance. Accelerate the construction of food safety 
training system and hold food safety education and training programs of various forms and 
through various channels to government officials, law enforcers, enterprise managers and 
staff, journalists and consumers. 


Column 11; Food Safety Advocacy, Education and Training 
Food safety advocacy and education 

Conduct activities like "Bring food safety to the countryside”, "Bring Food Safety to the 
Community" and "Bring Food Safety to the Campus". Develop the concept of "green 
consumption” and popularize education on food safety knowledge. 

Project on upgrading the qualities of food safety supervisors 

Carry out trainings on relevant food safety knowledge to law enforcers and professional 
technical personnel responsible for food safety supervision, raise their awareness of food 
safety knowledge and enhance their supervision capabilities. 

Project on upgrading the qualities of first-line responsible persons for food safety 

Strengthen training and education on legal representatives and managers of food production 
and business enterprises, raise their awareness of food safety knowledge and improve their 
food security assurance capability. 


II Drug Safety 

13. Improve the level of drug safety supervision 

(1) Establish scientific drug assessment system. 

Strengthen the construction of administrative regulations on drug registration and formulate 
the principles of guidance on drug research and technological development. Integrate 
administrative resources of drug registration, push forward the reform on drug registration 
and evaluation systems, control rigorously the registration and approval procedures for drugs 
and establish efficient turn-around and economical drug registration administrative system. 
Reinforce supervision and inspection on drug clinical research and the process prior to clinical 
practices and fully realize the conduct of drug non-dinical and clinical experiments under the 
supervision of Good Laboratory Practice (GLP) and Good Clinical Practice (GCPj. Develop the 
research on drug evaluation technical methods, enhance and standardize safety evaluation 
techniques on Innovative drugs and drugs imported into our country and encourage 
innovative drug research and development. Reinforce drug standards administration and 
implement "Activity Plan of Improving National Drug Standards”. Establish the improved 
scientific assessment system of biotechnology products. Improve the national standards 
systems for pharmaceutical supplements and packaging materials and containers, which are 
in direct, contact with medicines. Establish an improved evaluation system of health food 
registration and inspection. 

(2) Reinforce supervision on drug production quality. 

Further improve the accreditation system of Good Drug Manufacture Practice (GDMP), revise 
the GDMP, enhance the Implementation level of GDMP, and gradually meet the standards of 
GDMP in developed countries; strengthen dynamic supervision on pharmaceutical production. 
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ensure the quality of pharmaceutical production and promote the healthy development of 
pharmaceutical Industry; push forward the implementation of Good Preparation Practice 
(GPP); strengthen supervision on the sources of Chinese medicines. Improve the 
administrative system for Good Chinese Medicine Production Practice (GCMP), push forward 
the Implementation of GCMP and ensure the production quality of Chinese herbal medicines; 
and strengthen supervision on pharmaceutical supplements and packaging materials and 
containers which are in direct contact with medicines. 

(3) Improve the supervision system for drugs approved into the market 

Improve the monitoring network for adverse drug reaction, standardize adverse drug 
reaction and reporting monitoring systems, and strengthen the responsibilities of reporting 
adverse drug reaction. Formulate and implement Drug Re-evaluation Management Measures, 
put in place the supporting technical specifications and guidelines and carry out periodic and 
In batches the re-evaluatlon of drugs approved into the market. Establish and improve long- 
term risk management mechanisms on monitoring, early warning, emergency response, 
withdrawal from shelves and elimination of drugs approved Into the market. Strengthen the 
construction of adverse drug reaction monitoring bodies, improve the monitoring system for 
adverse drug reactions, and enhance the adverse drug reaction monitoring capabilities at the 
city (prefecture) and county levels. Further improve the classification management system of 
prescription and non-prescription drugs, consistent with the medical system reform, fully 
implement the classification management of prescription and non-prescription drugs and 
push forward the legislation on the classification management of prescription and non- 
prescription drugs. Further standardize drug packaging and usage directions. Amend the 
accreditation standards of Good Supply Practice (GSP), Improve the accreditation 
management measures of GSP and traceability system, formulate and implement Good 
Distribution Practice (GDP) and promote the development of modern logistics. Establish and 
Improve drug abuse monitoring network and supervision network of special medicines and 
monitor the movement of each needle and each pill of special medicines. Establish 
monitoring reporting and early warning system for abuse and misuse accidents of narcotic 
drugs and psychotropic drugs, and Improve the evaluation methodology and criteria of drug 
dependency and abuse potential of narcotic and psychotropic drugs. 

(4) Improve the construction of drug testing system. 

Standardize the fijnctions of drug testing agencies at all levels; rational allotment of drug 
testing resources; strengthen the studies on drug testing and inspection methods, establish 
technical platform for drug testing system and popularize rapid testing techniques; establish 
and improve information and data exchange systems of national drug testing techniques; 
Improve drug testing system Integrated with submission, sampling and approval, reform drug 
supervision sampling system and enhance the efficiency of the use of funds for drug 
sampling. 

(5) Establish and Improve Chinese medicine standards and technical evaluation system. 
Establish and improve Chinese medicine classification system and formulate management 
and technical evaluation criteria; construct the fundamental framework for Chinese medicine 
standards and technical evaluation system with Chinese characterish'cs and in conformity to 
the law of Chinese medicines, formulate and improve standards of Chinese herbal medicine, 
Chinese herbal medicine pills and Chinese traditional patent medicine, and establish the 
technical standards for Chinese herb germplasm collection and breeding, and appraisal 
technical specifications for characteristics of genuine traditional Chinese medicines; further 
improve the standards and specifications for the production and processing of Chinese 
medicine, Chinese herbal medicine pill and the procedure for Chinese formulated medicines; 
establish the quality assurance system for genuine traditional Chinese medicine; formulate 
technical evaluation standards before the Chinese medicine appear in the market and re- 
evaluatlon standards after the Chinese medicine appears in the market; formulate research 


UNCLASSIFIED 


USDA Foreign Agricultural Service 



209 


GAIN Report - CH7058 


Page 13 of 19 


guiding principles of reference materials for Chinese medicines and establish Chinese 
medicine library for standard materials. Reinforce national support and supervision of 
national drugs. Actively advocate the establishment of international coordination mechanism 
for traditional medicines. 


Column 12: Drug Supervision and Control 

Activity plan for upgrading the national drug standards 

Upgrade the standards of 4,000 varieties of Chinese traditional patent medicine, 500 
varieties of chemical drugs and rectify the standards for 300 varieties of early stage new 
drugs, formulate standards of 223 varieties of common pharmaceutical supplements and 
complete formulation and revision of national standards for 1,000 Chinese herbs and 500 
Chinese medicine pills. 

Key projects for drug re-evaluation after market entry 

Establish drug re-evaluation database and information exchange platform, provide safety 
information of drugs approved for the market, and conduct re-evaluation on key varieties like 
injection Chinese medicines. 

Projects for technology innovation and personnel training 

Promote technology innovation projects focused on studies of biotechnology products, 
Chinese medicine quality standardization, tissue engineering and stem cell medical products 
and quality control standards, new technologies and models of safety evaluation as well as 
the studies of testing technologies. Develop distance education system, carry out medical 
device management, technical and professional training, and complete demonstration 
training programs for leaders of pharmaceutical regulatory bodies at the provincial, city 
(prefecture) and county levels. 

14. Standardize safety supervision on medical devices. 

(1) Establish an Improved medical device regulatory system. 

Improve the regulatory system for medical device, timely amend Regulations for the 
Supervision and Administration of Medical Devices, formulate and Implement Regulations for 
the Supervision and Administration of the Distribution of Medical Devices, formulate and 
revise the following regulations; Administration of Medical Devices Registration, 
Administration of the Registration of In Vitro Diagnostic Reagents, Administrative of 
Standards of Medical Devices, Classification Catalogue of Medical Devices, Stipulations on 
Medical Device Clinical Test, etc. 

(2) Strengthen the construction of a medical device standards system. 

Improve the medical device standards system, formulate and revise 500 national and 
industry standards, reinforce collaboration with international standardization organizations 
and enhance the adoption rate of international standards; and establish research and 
verification mechanism on medical device-related standard materials. 

(3) Strengthen capacity building of medical device testing system. 

Strengthen testing capacity building of national and provincial medical device. Make full use 
of societal resources and expand accreditation of testing agencies; improve the testing 
capacities for electrical safety, electromagnetic safety and blo-safety of medical devices; and 
strengthen the testing of high-risk medical devices. Establish working mechanism and 
system for the supervision of test sampling of medical devices and appraisal test sampling, 
expand testing items and scopes, standardize test sampling activities and strengthen test 
sampling efforts. 

(4) Strengthen the construction of medical device appraisal and approval system. 


UNCLASSIFIED 


USDA Foreign Agricultural Service 






210 


GAIN Report - CH7058 Page 14 of 19 

Establish and improve national and provincial medical device technical appraisal system, 
establish teams of appraisal experts, and set up platform for the exchange and 
communication of medical device technology appraisal; establish and improve Integrated 
technological appraisal standards; and standardize registration and approval procedures of 
medical devices. Improve medical device clinical test agencies, and carry out the qualification 
accreditation of clinical test agencies In line with the characteristics of medical devices 
profession. Establish clinical test appraisal and approval system for modern medical devices 
and high-risk medical devices. 

(5) Strengthen quality control system of medical devices. 

Formulate and Implement step-by-step the general principles of quality control of medical 
devices and sterile medical devices, application guidelines of implantable medical devices, 
active medical devices, passive medical devices, active non-contact medical devices and In 
vitro diagnostic reagents and working guidelines for inspectors. Conduct quality management 
training programs on medical devices and strengthen the team building of Inspectors. 
Gradually inspect the second and third category of medical device manufacturers on 
implementation of quality control system and urge the manufacturers to meet the 
requirements of the standards. 

(6) Strengthen the construction of monitoring and re-evaluation system for adverse events 
of medical devices. 

Formulate and implement Measures on Monitoring and Re-evaluation Management on 
Medical Device Adverse Events and Medical Device Recall Measures, formulate corresponding 
technical guidelines and standards, establish and improve the reporting system and 
strengthen the reporting responsibilities and obligations of the enterprises. Establish a 
technical platform for nsk assessment of medical device approved for entry into the market, 
and establish early warning and recall systems. 

(7) Strengthen supervision on the use of medical devices. 

Reinforce research on the use of medical devices, and establish the supervision system on 
the use of medical devices. Strengthen technical research on medical device service life and 
product discard standards, establish supervisory evaluation methods for the use of medical 
devices, and enhance the efficiency of supervision on the use of medical devices. 


Column 13: Supervision of Medical Device 
Medical device standards 

The adoption rate of International standards is to reach 80%. Complete 200 standards for 
medical-use electric devices, 200 standards for medical-used passive products, 100 
standards for diagnostic reagent products, accomplish the formulation and amendment of 
general safety standards for medical-use electric devices (the 2 "“ Version) and basic 
standards for electromagnetic compatibility. 

Project of Capacity Buiiding of the Testing of Medicai Devices 

Reinforce construction of national laboratory for biological functions of medical devices and 
improve medical devices testtng system. 


15. Strengthen supervision on pharmaceutical and medical devices market. 

(1) Severely crack down on making and selling of fake and shoddy medicines and medical 
devices. Focus on key investigations of major cases of making and selling fake and shoddy 
medicines and medical devices with extensive coverage, hIgh-Impact, and strong reaction by 
the public, any activity which constitutes a crime should be timely transferred to the judiciary 
to legally place the responsibility for the crime. Strengthen supervision on Chinese herbal 
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medicine market, Chinese herbal medicine and Chinese herbal medicine pills, and strongly 
rectify and standardize market order. 

(2) Continue to rectify and standardize the advertisement of medicine and medical devices. 
Strengthen the building of qualities of people responsible for reviewing and approving 
advertisements. Review the contents of the advertisements strictly in accordance with 
relevant standards, establish an advertisement-monitoring network and intensify monitoring. 
Strengthen publicity of laws and regulations related to the advertisement of medicines and 
medical devices. Increase the public's ability to distinguish unlawful advertisements and 
actively promote the effect of supervision by the society. Guide advertisers, advertising 
companies and advertisement disseminators to advertise in accordance with the laws, and 
block Illegal advertising channels. Severely punish the manufacturers and traders of 
medicines and medical devices who seriously violate the laws. Gradually establish a 
comprehensive management and rectification system. 

(3) Promote the building of a credibility system for medicines and medical devices. 

Improve credibility classification management of medicine, establish a Integral credibility 
filing system from administration to people. Establish a credibility management system of 
medical device manufacturers, strengthen the construction of credibility evaluation quality 
system and credibility public information system, establish and improve the credibility 
monitoring files of medical device manufacturers and build medical device credibility 
operation mechanism. Establish "reputation files” for experts and departments involved in 
the evaluation of medicines and medical device products, approval of enterprises and 
accreditation inspection. 

(4) Push forward the in-depth building of rural medicine supervision networks and supply 
networks. Collect experience in building rural medicine supervision networks and supply 
networks and establish a healthy operational mechanism. The building of rural medicine 
supervision networks and supply networks should be integrated with the construction of new 
socialist countryside, especially with that of new rural cooperative medical system. Formulate 
the guidance policy and supervision measures in accordance with the reality of rural 
medicine supply, encourage and guide the construction of medicine supply network in line 
with the development of modern logistics, support and provide guidance to self-collection, 
self-growing and self-application of Chinese herbal medicines by the rural basic medical 
institutes and ensure that farmers can access medicines safely, effectively, conveniently and 
timely. 


Column 14: Drug Safety Supervision in Rural Areas 

Building Drug Supervision Network and Drug Supply Network in Rural Areas: Guide, 
support and encourage legally operating drug enterprises to collect and supply to villages 
through the guidance of policies, to establish rural drug stores that are adapted to needs. 
Provide assistance to staff working on supervision and information, reinforce the drug 
supervision efforts in rural areas, disseminate basic drug use knowiedge to farmers, establish 
"weli functioning and effectiveiy supervised" drug supervision networks and drug supply 
networks, to ensure drug use safety in rural areas through supervision efforts on various 
links from sources, through circuiation to usage. To reaiize 100% coverage for drug 
supervision network, and 80% coverage for drug supply network. 


16. Re-enforce emergency response capacity building towards group accidents 
caused by drugs and medical devices. 

In order to accelerate the construction of monitoring and alert networks over unexpected 
group accidents associated with drugs and medical devices, so as to improve the 
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coordination and control as well as the rapid response capability In face of such accidents; to 
strengthen the emergency response capability of drugs and medical devices Inspection 
Institutions In key areas. To strengthen the efforts to render harmless fake drugs and medical 
devices according to the prindple of "treatment on site or In close areas". To actively 
investigate a compensation system for harms caused by drugs. 


Column 15 Building of Emergency Response Capability for Drug and Medical Device 
Safety 

Key Points for Building Emergency Response 

Reinforce the construction of national training and exercise bases for emergency response 
and treatment of drug and medical device accidents. Improve the quality of emergency 
response teams. Install equipment and apparatus necessary for emergency treatment, 
develop training courses on emergency response knowledge and capability and organize 
regular emergency response exercises, to enhance emergency treatment capability. 


17. Promote the Advance of Systematization of Drug and Medicai Device 
Supervision Information 

To Implement the "3511" Program, designed to promote inter-connection, communicabon 
and information sharing so as to attain the synergy amongst governmental departments and 
improve the efficiency and level of supervision. To accelerate the construction of various core 
business systems In drug and medical device registration, assessment, enterprise 
accreditation and verification, inter-alia. To expand and perfect the public service system, to 
accelerate the steps to open up the administration and supervision of drug and medical 
device, to continuously raise the level of services for enterprises and the general public. 


Column 16: Systematization of Drug and Medical Device Supervision Information 

The ”3511" Program, on the basis of the existing integral administration network, is designed 
to establish and Improve drug supervision Information systems at national, provincial and 
municipal (regional) levels. To build on the basis of Integrating existing resources, three 
information platforms (information Infrastructure platform. Information security platform and 
application supporting platform), five application systems (administrative access 
management system. Integrated law enforcement administration system, rapid response 
system to major Incidents, drug and medical device Inspection and testing system and public 
service system), one center (Drug Supervision Information Resource Center) and one 
standard system (Construct a standardized system of State Food and Drug Administration 
information). 


IS. Innprove drug and medical device supervision infrastructure 

Overall plans must be worked out in order to Improve working and equipment conditions by 
constructing office buildings and furnishing with necessary enforcement equipment within law 
enforcement Institutions, so that in five years from now their office and enforcement 
equipment capacity will basically meet the demand arising from the enforcement activities, 
while regions economically more advanced are allowed to lead the move in an appropriate 
way. Integrate existing inspection and testing resources, establish reasonable schemes. 
Improve experimental conditions, provide equipment and apparatus, to totally raise the 
hardware standard supported by high technology. 


Column 17; Infrastructure for Drug and Medical Device Supervision 
Infrastructure construction program 
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To aim at strengthening the building of infrastructure of enfbrcement units of local drug and 
medical device supervision authorities; to reform provincial and municipal drug inspection 
and testing institutions; and to provide them with basic equipment, facilities and apparatus 
for enforcement. Meanwhile, it Is necessary to speed up the construction of the drug 
adverse reaction-monitoring network and implement the Project for the Relocation and 
Reconstruction of China Drug and Bio-products Assay Institute. 


PART Four Assurance Measures 

I. Establish Scientifically Sound Concepts on Supervision and Renovate Supervision 
Institutes and Mechanisms 

According to the scientific concept of development and the specific requirements of 
institutional reform of the administration system of the state, actively probe, and renovate 
supervision institutions and mechanisms. With regard to food safety supervision, strengthen 
institutional construction, progress further to rationalize the resF>onsibilities of relevant 
supervision departments, gradually establish a set of highly effective supervision Institutes 
which are compatible with the requirements of scientific concept of development where 
responsibilities are clearly defined; avoid gaps In supervision; strengthen Integrated law 
enforcement and combined law enforcement of related departments; actively probe, 
renovate and perfect the Institutes of food safety supervision, gradually establish the lasting 
effective institutions for food safety supervision. On the aspect of drug supervision, 
institutional reform Is to be advanced and the supervision mechanism to be Improved by 
centralized decision-making, unified coordination and supervision exercised by administrative 
regions. Drug examination, approval and random inspection mechanism must be Improved, 
the reform of administrative law enforcement system to be deepened so as to regulate 
enforcement activities of administrative laws, to renovate supervision mechanisms at various 
levels and to ensure enforcement can be well targeted. Problems newly found In the 
development should be properly handled and resolved, supervision capacity and capability 
must be enhanced. 

n. Improve Safety Responsibility System, Reinforce Sense of Responsibility of 
Enterprises 

In accordance with the requirements of "the local governments take overall responsibilities, 
supervision departments shoulder their respective responsibilities and enterprises be the first 
responsible persons", food and drug safety responsibility systems should be established. 

Local governments are to strengthen organizing and leading efforts, periodically carry out 
analysis on local food and drug safety situation, establish supervision measures, reinforce 
supervision and Inspection, and effectively handle food and drug safety Incidents. All 
governmental departments are to collaborate and link up with each other to form a complete 
supervision chain. Production and marketing enterprises are to strengthen the awareness of 
self-discipline and fulfillment of responsibility, to build and complete corporate responsibility 
system and self-discipline system, to perfect internal management, enhance corporate 
credibility and to actively comply with and shoulder food and drug safety responsibility. 

III. Complete Law and Regulatory System, Vigorously Promote Administration 
According to Law 

Advances In food sanitation law legislation and revisions should be attained In a timely 
manner, organizing efforts focused on Implementing the Law of Agricultural Products Quality 
and Safety of the People's Republic of China should be carried out and the regulatory system 
related to food safety shall be established and perfected; Drug Administration Law of the 
People's Republic of China and the Rules for the Implementation of the Drug Administration 
Law of the People's Republic of China should be strictly complied with and a regulatory 
system related to food and drug safety shall be preliminarily put in place during the Eleventh 
Five Year Plan period. Deepen the reform of the administrative examination and approval 
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system, renovate the examination and approval methods, normalize examination and 
approval procedures, and advance the practice of making governmental affairs public. 
Establish public hearing and verification system for significant policy making In food and drug 
supervision, strengthen the administrative case review system. Renovate the mechanisms of 
supervision on administrative law enforcement, strengthen the supervision on the 
enforcement of administrative laws, establish and improve the responsibility tracking system, 
enhance the effectiveness on the supervision of the implementation of administrative laws. 
Enforce training activities on laws and regulations for grass root enforcement staff, in order 
to Improve their overall quality and enforcement capability of administrative laws. 

IV. Increase Government Input, Provide Required Financial Assurance 

All levels of government must increase their input into all planned programs to which 
necessary support and financial assurance based on full utilization and reasonable allocation 
of existing resources shall be granted while taking into consideration specific situations of 
each case and following the principal of "being realistic and practical and behaving according 
to each one's own capabilities", so as to support food and drug safety infrastructure 
construction, improve food and drug safety supervision capabilities and ensure successful 
supervision enforcement. 

V. Promote the Effectiveness of Societal Supervision, Cultivate Favorable 
Atmosphere for Public Opinions 

Fully promote the effectiveness of the roles of food and drug related industry associations. 
Institutes and Intermediate organizations in credibility building, industry self-discipline as well 
as food and drug safety promotion. Encourage the establishment of various specialized food 
and drug safety organizations so as to fully make use of their advisory functions in the policy 
making process. Strengthen the publicity and dissemination of laws and regulations on food 
and drug safety, strengthen positive media reports on food and drug safety, timely publicize 
Information on food and drug safety, guide public consumption choices, encourage media to 
supervise public opinions according to law, create favorable conditions for governmental 
supervision and regulation. Fully promote the effectiveness of consumer supervision, further 
Improve the information collection channels of consumer complaints, build a system of 
supervision and regulation for market circulation with ample public participation, and 
complete the communication mechanism between government and consumers In the area of 
food and drug safety. 

VI. strengthen the Exchange of International Cooperation, Accelerate the 
Raising of Supervision Level 

Through external exchanges and governmental cooperation, actively publicize the laws, 
regulations and policies for food and drug safety supervision of our country, to enlarge the 
international Influence of our food and drug safdty supervision, and to enhance our 
International standing In this field. Improve the professional quality and Internationalization 
level of public servants through various means of exchange. Actively participate in related 
activities of the WTO, improve International food and drug safety cooperation and 
consultation mechanisms, maintain and develop cooperation and work exchange with 
relevant international organizations, food and drug safety supervision institutions of 
developed countries, study the advanced concepts and models of food and drug supervision, 
scientific standards system, advanced Inspection and testing methods as well as safety 
management methods, so as to continuously improve our food and drug safety supervision 
level. 


VII. Establish Mechanism for the Implementation of the Plan, Ensure the 
Realization of the Planned Goals 

This plan is a guiding document for the work on food and drug safety supervision activities 
for the nation during the period of the 11th Rve-Year Plan, the smooth implementation of 
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this plan will be a concrete demonstration for the proper execution of government 
responsibilities. The food and drug supervision departments are in charge of the overall 
coordination, individual related governmental departments are required to elaborate work 
plans for relevant areas within their respective responsibilities and organize their 
implementation. During the implementation of those plans, all relevant departments are to 
effectively strengthen their leadership, to be farsighted based on the current situation, to 
advance fully the supervision tasks, and to make key breakthroughs. Meanwhile, do well on 
the details of the work, analyze by item the work according to the goals of the plan, and 
match them closely with the corresponding annual work arrangement, propose the 
requirements, in order to carry out concrete Implementations, Strengthen supervision, 
monitoring and evaluation, make timely suggestions for responsive adjustments to the plan, 
carry out linkage and supplementary work for the implementation of the plan. In order to 
ensure the due realization of the plan. 

END TRANSLATION 
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Executive Summary 

China's quarantine agency AQSIQ recently announced that the entry-exit inspection and 
quarantine bureaus (CIQs) will begin affixing inspection and quarantine labels to packages 
for sale of all food products destined for export after being inspected as of September 1, 
2007. According to AQSIQ, the move is aimed at ensuring export food quality and safety 
and cracking down on illegal (unlicensed) food exports. The recent uncovering of food safety 
problems has been an issue of great concern as other countries have come to question 
China's food safety and export control system and enforcement. 

BEGIN TRANSLATION 

Announcement of Affixing Inspection and Quarantine Labels on Exported Food 
Products 

AQSIQ No. 85 (2007) 

June 1, 2007 

In an effort to ensure exported food quality and safety, crack down on illegal food exports 
and safeguard the reputation of exported food, AQSIQ has decided that all exported food 
products which have been inspected by exit-entry inspection and quarantine agencies shall 
be affixed with an inspection and quarantine label as of September 1, 2007. Details are as 
follows: 

1) All food products that have been inspected by exit-entry inspection and quarantine 
agencies shall be affixed with an inspection and quarantine label on their packages for 
sale. The scope of food products subject to this requirement can be found in the 
appendix. 

2) Along with the inspection and quarantine labels, all food products that have been 
inspected by exit-entry inspection and quarantine agencies should indicate the 
manufacturer, hygiene registration number, product name, production serial number 
and production date on their packages during transportation. The exit-entry 
Inspection and quarantine agencies should Indicate the above information on the 
documents and certificates they produce in order to make sure that the products 
conform to the documents and are easy to trace back. 

3) In case the exit-entry inspection and quarantine agencies find that an exported food 
fails to conform to the documents or is missing an inspection and quarantine label, 
the product will not be allowed for export. 

4) Other procedures pertaining to affixing inspection and quarantine labels shall be 
implemented in accordance with Administrative Measures on Exit-entry Inspection 
and Quarantine Labeis (AQSIQ Decree No. 23 of 2000). 

Appendix: 

Scope of exported foods subject to inspection and quarantine labeis: 

Aquatic products, poultry and livestock, wild animal meat and products, casings, egg and 
products, edible animal tallow, and other animal-origin foods; rice, coarse grain (beans), 
vegetable and products, wheat flour and grain products, pickled products, peanuts, tea, 
cocoa, coffee beans, malt, hop, edible seeds, dry (fried) nuts, edible vegetable oil, oilseeds, 
condiments, milk and dairy products, health food, wine and spirits, canned food, beverage, 
candies and confectionary, cakes and biscuits, preserved fruit, honey products, fast-frozen 
food, and food additives. 

The above food products must affix (inspection and quarantine) labels on packages for sale; 
no need to affix labels on packages such as baskets or jute bags during transportation; food 
in bulk is free from labeling. 


END TRANSLATION 
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You are here; Home / Reguis^ons & Poiides / Intem3tjonai Affairs / Import Information / Certified Countries & 
Establishments / EligitHe Foreign Estabiishments 



Import Information Regulations & Policies 


Eligible Foreign Establishments 


Regulations, Directives & 
Notices 



Ea Receive Eligible Foreign Establishment updates by email 


Recent Updates 

Denmark (Oct 8, 2007; PDF Only) 
Canada (Oct 3, 2007; PDF Only) 
Mexico (Oct 2, 2007; PDF Only) 


Countries listed below are recognized as eligible to export to the 
United States. Select a country below for a complete listing of 
foreign establishments certified to export meat, poultry or egg 
products to the United States. 



Compliance Assistance 
Federal Inspection 
Programs 

State Inspection Programs 
International Affairs 
' Export Iriformation 
® Import Information 
' Import S Export Data 
■ Codex Afimentanus 
Advisory Committee Reports 


Contact the foreign country's inspection system (or their 
embassy) for additional Infcrmation relat^ to the eligible foreign 
establishments. 


Eligible Foreign Meat and Poultry Estabiishments 


Eligible Countries 

Type of Product 

Argentina (Aug 22, 2006; PDF Only) 

Meat 

Australia (Jul 9, 2007; PDF Only) 

Meat; Poultry 
(Ratites only) 

Seigium (Jun 8, 2005; PDF Only) 

Meat 

Brazil (Aug 10, 2007; PDF Only) 

Meat 

Canada (Oct 3, 2007; PDF Only) 

Meat; Poultry 

Canada (Aug 28, 2006; PDF Only) 

Egg Products 

Chile (Jui 12, 2007; PDF Only) 

Meat 

China (Feb 9, 2007; PDF Only) 

Poultry 

Costa Rica (Feb 7, 2006; PDF Only) 

Meat 

Croatia (Jun 8, 2005; PDF Only) 

Meat 

Czech Republic (Jun 8, 2005; PDF Only) 

Meat 

Denmark (Oct 8, 2007; PDF Only) 

Meat 

Finland (Feb 6, 2007; PDF Only) 

Meat 

France (Feb 22, 2007; PDF Only) 

Meat; Poultry 

Germany (Mar 2, 2007; PDF Only) 

Meat 

Honduras (Jun 8, 2005; PDF Only) 

Meat 

Hungary (Aug 27, 2007; PDF Only) 

Meat 




.■MedpiMotp- . - 

; To View PDF files you must 
i have Adobe Reader Installed 
j on your computer. 


htto://www.fsis.usda.eov/Reeulations & Policies/Elieible Foreien Establishments/inde... 10/10/2007 
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Iceland (Jun 8, 2005; PDF Only) 

Meat 

Ireiand (Nov 18, 2005; PDF Only) 

Meat 

Israel (Feb 2, 2007; PDF Only) 

Poultry 

Italy (Sep 25, 2007; PDF Only) 

Meat 

Japan (Jun 9, 2005; PDF Only) 

Meat 

Mexico (Oct 2, 2007; PDF Only) 

Meat; Poultry* 

Netherlands (Apr 20, 2007; PDF Only) 

Meat 

New Zealand (Sep 24, 2007; PDF Only) 

Meat; Poultry 
(RaUtes only) 

Nicaragua (Dec 17, 2005; PDF Only) 

Meat 

Northern Ireland (3un 8, 2005; PDF Only) 

Meat 

Poland (May 22, 2007; PDF Only) 

Meat 

Romania (Jan 22, 2007; PDF Only) 

Meat 

San Marino (Apr 17, 2007; PDF Only) 

Meat 

Spain (Sep 24, 2007; PDF Only) 

Meat 

Sweden (Jun 8, 2005; PDF Only) 

Meat 

United Kingdonrt (Jun 8, 2005; PDF Only) 

Meat; Poultry 

Uruguay (Jan 11, 2007; PDF Only) 

Meat 


^Mexico approved to export only processed poultry products 
slaughtered under Federal inspection in the United States or In a 
country eligible to export slaughtered poultry to the United 
States. 


Last Modified: October B, 2007 


L. 
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The Quality and Safety of Food in China 


Contents 

I. Food Production and Food Quality 

II. Food Safety Reo ulatorv System and Work 


IV. Law Regime and TechnoloQical Guarantee System tor Food Safety 

V. Internat ional Exchanges and Cooperation Reoardina Food Safety 


Information Office of the State Council 
of the People's Republic of China 

August 17, 2007, Beijing 
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I. Food Production and Food Quality 


The quality and safety of food is a major benchmark of the economic development and people's living conditions 
of a country. Adhering to the people-oriented approach, the Chinese government has always attached great 
importance to food quality and safety. Moreover, sticking to the principle of nipping problems in the bud, it has 
built and improved a supervisory system and mechanism for food safety, strengthened legislation and the 
setting of relevant standards, exercised strict quality control regarding food, actively promoted international 
exchanges and cooperation in this respect, and has greatly raised public awareness of food safety. Thanks to 
such efforts, the overall level of food quality in China is being steadily enhanced, the situation of food safety is 
continuously improving, and the order in food production and operation have markedly turned for the better. 

i. Food Production and Food Quality 

1. The Quality and Safety Level of Processed Food Is Steadily improving 
{1} Rapid and Sound Development of the Food-processing Industry 

In recent years, China's food industry has maintained fast and sound growth, with a steady increase in 
economic benefits. Foodstuffs can be classified by their raw materials and processing techniques into 525 kinds 
in 26 categories: processed grain products; edible oil, fat and fat products; seasonings; meat products; dairy 
products; soft drinks; convenient food; biscuits; canned food; iced drinks; fast-frozen food; potato and dilated 
food; candies (including chocolate and chocolate products); tea; alcoholic beverages; vegetable products; fruit 
products; roasted seeds and nuts; egg products; cocoa and bakery coffee products; sugar; processed aquatic 
products; starch and starch products; pastries; bean products; bee products; special diet food, and others. At 
present, China has 446,000 enterprises engaged in foodstuff production and processing. Among them, 26,000 
enterprises of designated scale 1 occupy 72 percent of the market, taking the leading role in terms of output and 
sales revenue; 69,000 are enterprises not up to the designated scale and those with more than ten employees, 
taking up a market share of 1 8.7 percent; and 353,000 are small businesses or workshops with fewer than ten 
employees, with a market share of 9.3 percent. (See Table 1) 

1 Refering to private iitdustrial enterprises with annual revenue of two million yuan or more and all state-owned industrial 
enterprises, as well as private commercial enterprises with annual revenue of five million yuan or more and all state-owned 
commercial enterprises. — Tr. 


Table 1 Cliinese food esitsrpri.ees of different types and 
tlieii' respective inai'ket slmres 



□ Enterprises of designated scale 

■ Enterprises not to the designated scale and those with 
more than ten employees 

□ SttieE businesses and workshops with fewer than ten 
employees 


httn‘//u/u/u/ rhina nro rn/f*Tialkh/fpahirpc/hr>nlry991QQfi htm 
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□ Market shaze ofenterprised of desi^ated scale 

■ Market share of enterprises not up to the designated scale 
and Iho se with more than ten employee $ 

□ Market share of small businesses and workshops with fewer 
than ten eit^loyees 


Statistics show that, in 2006, industrial food enterprises of designated scale generated 2,158.695 billion yuan of 
output value (exciuding tobacco), accounting for 6.8 percent of the national industrial output value, and up 23.5 
percent year on year. The average annual industrial added value and profit of processing enterprises of grain, 
oil, meat and dairy products all exceeded 20 percent. The output of major foodstuffs in 2006 were: wheat flour, 
51 .93 million tons; edible vegetable oil, 1 9.855 million tons; fresh frozen meat, 1 1 .1 25 million tons; dairy 
products, 14.596 million tons; beer, 35.152 million kl; and soft drinks, 42.198 mlillon tons. These figures show 
rises of 28.2 percent, 1 7.5 percent, 24.0 percent, 23.5 percent, 1 4.7 percent and 21 .5 percent year on year, 
respectively, in the first six months of 2007, the accumulated tHJtput value of the food industry amounted to 
1,281.62 billion yuan, up 29.9 percent as compared with the corresponding period last year. The output of beer, 
edible oil, soft drinks and gourmet powder led the world. 

At present, the development of China's food industry displays the following features: 

One, the processing techniques and equipment of some food enterprises reach or approach the advanced 
international level. Large meat, dairy product, beverage and beer producers all have world first-class production 
and testing facilities, which guarantees the quality of their products. The development and application of such 
key processing techniques as membrane-separation technology, physical property modification, cold-aseptic 
filling, concentration and cold processing has narrowed China's gap with the world advanced level in terms of 
processing technology and equipment. 

Two, quality control of the enterprises has become more scientific and standard. So far, 107,000 food producers 
have obtained market access permits regarding quality and safety, and 2,675 have been granted hazard 
analysis and critical control point (HACCP) certificates. 

Three, the structure of products Is being improved to cater to ttie increasingly diverse demands of consumers. 
The proportion of intensively or deeply processed foodstuffs to the total output of foodstuffs keeps increasing. 
For instance, liquid dairies now account for more than 85 percent of the total output of dairy products; colas no 
longer dominate the market, as a result of the mushrooming of packed drinking water and fruit, vegetable and 
tea drinks; special flour above second grade accounts for 65 percent of the total output of wheat flour; standard 
rice above first grade accounts for 88 percent of the total output of rice, and special rice for 33.9 percent of the 
total output of rice; and Grades I and il oil (salad oil and quality culinary oil according to previous national 
standards) accounts for 58.5 percent of the total output of edible vegetable oil. 

(2) Continuous Improvement of Food Quality 

One, the acceptance rate of foodstuffs on the whole Is steadily rising. The rate was 77.9 percent in the 2006 
national foodstuffs sample sunrey, and it rose to 85.1 percent in a similar sunrey in the first half of 2007. The 
level of food quality and safety remains stable, with a gradual upturn. (See Table 2) 

Table 2 Acceptance rate of foodstuffs in sample surveys from 2005 to June 2007 


http://www.china.org.cii/english/features/book/22i996.htm 
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2005 2006 first half of 2007 

Two, the quality of food produced nationwide is improving, in the first half of 2007, the 31 provinces, 
autonomous regions and municipalities directly under the Central Government on the mainland of China 
reported an average 89.2-percent acceptance rate of foodstuffs, and the figure In 1 4 of them surpassed 90 
percent. 

Three, the quality of food in key sectors is fairly high. Thanks to the country's endeavors to improve the work of 
food producers and processors, the quality of 525 kirKfs of foodstuffs in 28 categories has been enhanced to 
various degrees, with remarkable progress in the quality of food with a large daily consumption. According to 
statistics, the ten foodstuffs wKh the largest consumption are edible oil, fat and fat products; alcoholic 
beverages; aquatic products: processed grain products; soft drinks; meat products; dairy products; seasonings; 
starch and starch products; and sugar. In the first half of 2007, sample surveys showed a 90-percent or higher 
acceptance rate of all the above ten foodstuffs except aquatic products, whose acceptance rate was 85 percent. 
That of meat products was 97.6 percent. (See Table 3) 

Table 3 Acceptance rate of the ten most-consumed foodstuffs in the first half of 2007 



(3) Quality Food Dominating the Market 

Along with the development of the food industry, the scale of food producers keeps growing, production is 
becoming more concentrated, and the quality of foodstuffs of large and medium-sized producers is sound. In 
2006, the top 1 00 revenue earners held 24.9 percent of the total sales of the food industry; the top ten dairy 
producers generated 54.7 percent of the total revenue of the dairy industry; the top ten soft-drink producers 
generated 39.5 percent of the total output of that industry; the top ten sugar makers produced 43.6 percent of 
the total output of the sugar industry; the top 50 meat producers accounted for 70 percent of that industry in 
terms of production capacity and sales; the eight beer brewery groups, each with a production capacity of over 
one million kl, produced 57 percent of the national beer output; the ten largest wineries produced 62.1 percent of 
the national output; and the three largest instant noodle prr^ucers occupied 76 percent of the Chinese maiket. 

2. The Quality and Safety of Agricultural Products Is Steadily improving 

(1) Fast Growth of High-quality and Safe Brands 


htti3://www.china.ore.cn/enBlish/features/book/221996.htm 
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Quafity agricultural products are steadily expanding ther market. Agricultural standardization has been notably 
enhanced, which increases farmers' income and changes their farming patterns. Hazard-free, green and organic 
products make up 90 percent of ail agricultural-product e}^orts. Over the past five years, the export of green 
food has shot up 40 percent annually, and has been acc^ed by over 40 of China's trading partners. So far, 
China has developed 28,600 kinds d hazard-free agricuitura! products, and set up 24,600 hazard-free 
production bases with a total area of 21 .07 million hectares. Five thousand three hundred and fifteen Chinese 
enterprises use the green food logo on their 14,339 kinds of products totaling 72 million tons and grown on 10 
million hectares of land, in addition, 600 producers use the organic food logo on their 2,647 kinds of products 
totaling 1 9.56 million tons and grown on 3.1 1 mtilion hectares of land. Altogether, there are 539 state-level 
agricultural demonstration zones, 1 00 demonstration counties (farms) and neatly 3,500 provincial-level 
demonstration zones, with a combined growing area exceeding 33.33 million hectares. 

(2) Acceptance Rate of Agricultural Products Rising Continuously 

Inspections in the first half of 2007 showed that the average acceptance rate regarding pesticide residues in 
vegetables was 93.6 percent; those regarding clenbuterol hydrochloride contamination and sulfa drug residues 
in livestock products was 98.8 percent and 99.0 percent re^rectively; and that regarding Chloromycetin in 
aquatic products was 99.6 percent, of nitrofuran 91.4 percent, and of pesticide residue over 95 percent in 
sample surveys done at production bases. 

3. The Quality of imported and Exported Foodstuffs Stays High 

China is a large importer and exporter of foodstuffs, with the amount of each growing steadily in recent years. 
The import and export volume in 2006 totaled US$40,448 billion-worth (excluding wheat, com and soybean, 
same below), up 21.45 percent year on year. (See Table 4) 

Table 4 China's food import and export volumes in 2005 and 2006 


USSlOOniDba. 



In^rt tod export Export Ibnport 


(1) Safety of Export Food Guaranteed 

In 2006, China exported 24.173 million tons of food, worth US$26,659 billion, up 13.29 percent and 16.0 percent 
year on year, respectively. The top ten varieties in terms of export value were aquatic products, processed 
aquatic products, vegetables, canned food, juices and drinks, processed grain products, seasonings, poultry 
products, alcoholic beverages, and livestock meat and chopped entrails. (See Table 5) 

Table 5 Top ten food varieties In terms of export value in 2006 as compared with 2005 
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Fcxsdstuffs of the mainland of China have been exported to more than 200 countries and regions, of which the 
top ten in terms of trade volume are Japan, the US, the ROK, Hong Kong, Russia, Germany, Malaysia, Holland, 
indonesa and the UK. (See Table 6) 

Table 6 Top ten countries and region In terms of China's export value of food in 2006 as compered with 

2005 



USSlOOnuDni 


For many years, over 99 percent of China's exported foodstuffs have been up to standard, in 2006 and the first 
half of 2007, China exported to the US some 94,000 batches and 55,000 batches of foodstuffs, respectively, and 
752 batches and 477 batches of each were found by the US to be substandard, making the acceptance rate 
99.2 percent and 99.1 percent, respectively. In the case of the EU, the figures were 91 ,000 batches and 62,000 
batches, with 91 batches and 135 batches found by the EU to be substandard, making the acceptance rate 99.9 
percent and 99.8 percent, respectively. On July 20, 2007, the Ministry of Health, Labor and Welfare of Japan, 
the largest importer of Chinese food, released an examination report on food imported from China in 2006, 
which showed that Japan conducted more sample surveys on Chinese food (15.7 percent) than on food from 
anywhere else, but Chinese food had the highest acceptance rate (99.42 percent), followed by that imported 
from the EU (99.38 percent) and the US (96.69 percent). The mainland of China is a major supplier of food for 
the Hong Kong Special Administrative Region. Two large food sample surveys conducted by Hong Kong's Food 
and Environmental Hygiene Department In the first half of 2007 showed that the acceptance rate stood at 99.2 
percent and 99.6 percent, respectively. 

(2} Quality of Imported Food Stable 

In 2006, China imported 20.273 million tons of food, worth US$13,396 billion, up 37.94 percent and 25.1 1 
percent year on year, respectively. The top ten varieties in terms of import value were vegetable oil, aquatic 
products, cereals, sugar, dairy products, alcoholic beverages, tobacco and associated products, poultry and 
chopped entrails, oil crops, and processed grain products. (See Table 7) 

Table 7 Top ten food varieties in terms of import value in 2006 as compared with 2005 


httn'/Zu/ww r.htna oro r.n/p.noli'!h/fp.atnrp.«/hf>oV/7.7.1QQf» htm 


tn/in/9.nn7 





226 


Uovt. Willie Fapers - ctiina.org.cn 


Page 6 ot 6 


US$100 BuElBn 



□ 2002 
■ 200<S 


China imports foodstuffs from 1 43 countries and regions, and the top ten in ternns of trade value are Malaysia, 
Russia, the US, Indonesia, Argentina, Thailand, Australia, New Zealand, Brazil and France. (See Table 8) 

Table 8 Top ten countries In terms of China's Import value of food in 2006 as compared wKh 2005 



US$100 miUzK 


□ 2(XtS 
■ 21X» 


For many years, the quality of food China Imports has been fairly stable, and no serious hazard has been 
caused by imported food. During the period ^om 2004 to the first half of 2007, the acceptance rate of imported 
food, according to statistics released by the ports of entry, were 99.29 percent (2004), 99.46 percent (2005), 
99.1 1 percent (2006) and 99.29 percent (first half of 2007^, respectively. 
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IL Food Safety Regulatory System and Work 


To ensure food safety, the Chinese government adheres to the prindpie of giving priority to prevention and 
control at its root by monitoring and cwtrolling the whole process, and has formed a regulatory format in which 
the io^l governments take the responsibility, related departnents provide guidance and conduct coordination, 
and different sectors make concerted efforts under the unified national leadersh^. in response to the 
circumstances in China, the State Council Issu^ ttie Dedslon on Further Strengthming Food Safety 
Supervidon In 2(^, a^ording to which one monttortng link is supervised by one <topartment; sectional 
supervision is adopted as the main mear>s while supervision of different varieti^ as the supplementary means, 
making clearer the functions and responstoiiities of Vne food safety supervisory d^rtments. The D^ision 
divided food safety siqiervi^n into four links, managed by the departments of agricuttijre, quality supervision 
and ln^>ection. indust^ and commerce, and health, resp^ively. The production of primary agricuituraJ pnxJucts 
is supervised by tiie agriculture department, the quality and daily hygiene supervidon of fo^ f^oces^ng is 
overseen by the quality supervision and inspection de^rtment, supervision of food drculation and distribution is 
done by tiie department of industry and commerce, and that of the catering industry and canteene is taken care 
of by the healtii department. The Integrated food'Safety supervision and coordhation, and hvestigatirm of and 
penalties impost for major incidents in this regard are the responsibility of the department of food and drug 
administratkm, while imported and exported agriculturaj products and other foodstuffs are supervised by the 
quality supervi^on and inspection department. In this way. there Is a strict, complete regulatory system for food 
safety supervision in which the departments concerned work In dose cooperation, with clearly defined functions 
and responsibilities. 

As it is a prolonged and arduous task to strengthen food safety control, a regulatory system and a lasting 
efficiency mechanic should be established and Improvad, ar^ planned with consideretion given to both 
present and future needs to deal with both the symptoms ^ root causes of food safety problems, especially 
the latter. 

The Chinese government stresses food safety from the source, improvement of the related basic regulatory 
systems, and strengthenirtg of food safety supervision. 

1. Intensifying Super^rt^on on the Quality and Safety of Agriculture Products 

in 2001 , China started to Impl^ent the Hazard-free Food Action Plan, focusing on the control of residua of 
high'toxic pesticides in vegetables and clenbuteroi hydrochloride ccmtaminatlon in livestock products, to address 
the most concerned problems of illegal use of high-toxic pesticide and veterinary medicines, as well as vidations 
of residue standards. The Plan stipulates a conflate si^q^ervisory process horn fannland to market by 
emphasizing the three key aspects of materials used in farming, production and market excess. By carrying out 
regular monitoring and inspectkm, the Plan alms at enharwlng people’s awareness of food quality and safety, 
ensuring management reqxmsibility, and improving the levels of management and quality and s^ety of 
agricuKurai products by means of standardization. Today, the system for securing the qu^ty and safety of 
agricultural products Is Improving, witii steadily strengthened supervisory capacity and notable progress In 
agricultural standardization, leading to the formation of a work mechanism integrating service, management, 
supervision, penalty and emergency response, to ensure the quality and safety of agricuitural products. 

2. Estabifshing and SMctfy Implementirtg Maiint Access Systems for Food Quality and Safety 

The food quality and safety market access systems established by the Chinese government in 2001 comprise 
three major ernes. One, the production license system, which requires that food-proces^ng enterprises cannot 
prcKfuca and market th^r producU without having tiie capability to control the scxjrce materials' quality, and the 
adequate conditions to ensure food quality and safety in terms of production equipment, technol^icai flow, 
product standardization, testing equipment and capability, environment, quality control, storage and 
transportation, packa^ng and labeting, and production ^ff. Enteiprises can produce and sell food only after 
obtaining a food production license. Two. the compulsory inspection system, whi^ means tiiat enteiprises have 
the legal c^Ngation to ensure that their food products pass quality lnq>^on before entering the market. Three, 
the market access labeling system, i.e., enteiprises are required to put on food products ttie QS label, 
guaranteeing their quality and safety. Fotiowing the principle of phased impfementatlon, by the end of June 
2007, some 1 07,000 food production licenses had been Issued to enteiprises, whi^ tod( up over 90 percent of 
the market of th^r trades. Meanwhile, supervidon has been strengthened over enterprises with food production 
licenses. By the er^ of June 2007, 1 ,276 food production licenses had been withdrawn, canceiied, revoked or 
nuiiifled for substandard food prockxrts. In pace with the grow^g number of enterprise obtaining the license, the 
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General Administration of Quairty Supervision, Inspection and Quarantine has released lists of such enterprises, 
maUng clear that producers without ^e license and products without the QS label must not enter the market, 
and warning con^mers not to use such products. 

3. Intenslfyir^ State Supervision by Sample Survey for Food Quality 

The Chinese government carries out a food supervision and infection system mamly by means of sarr^ 
sunrey. Since it was set in 1 985, the system has been ^rengthened and become more focused to enhance 
its efficiency. In recent years, daily-consumption food Hems, such as dairy products, meat products, tea, 
beverages, grain and ^bie oil, have beconra the major targets of sample surveys, e^ecially those produced in 
workshops and mterprises located In concentrated food^troducing areas. Special attention has been given to 
tile hygienic indices of microorganisms, additives arxi heavy metals in food, and to follow- 14 ) Inspections of small 
enterprises with unstable product qualify. By indexing sample survey frequency and coverage, the goal of 
rectif^ng producers of the same fy^ food by means of sample survey has b€^ by and large met. The state 
supervisory sample surveys were carried out (vi 11,104 batches of foodstuffs product by 7,880 enterpri^s 
from 20C^ to June 2007. Meanwhile, greater efforts have been made to rectify and punish enterprises turning 
out substandard products, and to set things straight by means of the following; First, strictly implementing the 
public announcement system. Three hundred and fifty-five batches of food with ^rious qualify prcAlems 
produced by 355 enterprises were found in sample surveys and publicly announced. At tiie same time, publicity 
is given to good enterprises, qualify products and sound brands. Two hundred and forty products winning the 
title of 'Famous Chiriese Brand* arid 548 freed-from-bspection products have become pqMJiar among 
consumers. S«)ond, strictly carrying out the rectification system. Enterprises with substandard products are 
urged to r^ntfy thems^ves strict, to be examined again In due course, if problems persist, they wii! be ordered 
to st^ production for an overhaul. If they still cannot pass the Inspection after the overhaul, tiieir business 
licenses will be revoked. Third, strictiy implementing the penalty system. Producers who mix impurities or 
imitations with their products, or pass fake or defective products off as genuine ones wfll be ordered to stop 
production, and their products be confiscated. Legal iiablllties will be imposed in serious cases by the judicial 
wgans. 

4. Intensifying RMtlfleation of Food Workshops 

Regional differences and disparities between urban and rural areas in China make the supervision of food 
worktops a prolonged and arduous task. At present, food workshops with fewer than ten employees are the 
ones that pose the most dffficutt problem for ensuring food qualify and safety. For workshops engaged in 
traditional, low-risk food processing, the government sticks to the prkiciple erf supervision and standardization 
while giving guidance to such worktops for consumers' convenience. On the one hand, the govemmen has 
tried to upgrade them to the market-access requirements by means of shutdown, stoppage of production, 
merging or changing line of business; on the o^r, more stringent supervisory measures have been tak^ to 
prevent food safety accidents. In recent years, si^rervjsion of worksh^s and small enterprises has been 
conducted mainly In four a^ects: One, transformation of basic work conditions. Workshops cannot start 
prochjction without meeting the requirements. Two, restrictions on market scope. Food products processed by 
such small workshops are not allowed to sell outside the administrative areas of townships or towns in which 
they are located, not allowed to enter topping centers and supermarkets. Three, restriettons on food 
packaging. Before obtaining a market access permit, food products from the wori^ops are not allowed to have 
marketing package, so that they cannot enter the market disguised as licensed goods. Four, public undertaking. 
Food worktops must undertake to the public that they do not use any non-food materials, misuse additives, 
use recycled food, send their products to shopping centers or si 4 >erTnaiket 8 . or market their products beyimd 
the approved reglm, and guarantee that their food products meet the basic safety and hygi^lc standards. After 
such ratifications, the average acceptance rate In sample surveys of food worktops rc^ to 70.4 percent In 
2006. By the end d June 2007, 5,631 worktops had been closed down, 8,81 4 had been made to suRsend 
production, and 6,385 had reached the requirement after ratification. 

5. Promoting the ResfKmsIbiHty System for Re^onai Food Safety Control 

The responsilirilify system for regional food safety contrerf mainly comprises the following aspects. Rrst, to have 
specified persons responsible for specified regions and enterprises. The system requires tiiat food safety 
inspectors of the qualify supervision and inspection department go to the townsh^s to sjpervise the food- 
processing enterprises; township government coordinators assist the inspectors ^ supenrising food qualify and 
safety; and local reporters bring to attention anything illegal regartting food quaUfy and safety. The number of 
Inspectors, coordinators and local reporters must be tixed, their duties defined, and their working areas and 
insp^ng enterprises designated. Second, the system requires 'three enters” and four graphs.” The former 
refers to entering vitiages, hou^herfds and enterprises to find out their working conefftions and set up flies of 
focKi producers and processors; the latter refers to drawing up a graph showing dynamic changes in enterprise 
a graph lowing ti» distributiem of food producers and processors, a graph lowing the implementatiwi of 
supervisory duties, and a graph giving food safety precautions, so as to carry out proactive mcviKoring and 
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control. Third, the system requires local governments to sign documents of responsibility, enterprises to sign 
letters of undertaking, and quality supervision end ln^>ection departments to submK regular food safety reports. 

By the end of June 2007, a total of 1 6,030 food-safety supervision regions had been set up, 25,346 full-time 
fc^safety inqsectors had been put to woilt, 72,474 local government coordnators had been appointed, and 
1(^,573 f<^-safety reporters had been recruited in 31 provinces, autonomous regiwis and municipalities 
dlre^ under the Central Government, in 2006, the quality supervision and inspection departinents at various 
levels made 900,000 inspections of food producing and processing enterprises. 

6. Stepping up Supervision of the FmkI Circulation Sector 

The ’Three Green Projects' have been vigorously promoted in China, advocating "green consumption, green 
markets and green channels.' The government encourages modem modes of organization and management for 
circulation, positively supports tire development of chain management and logistics provision; urges marketing 
enterprises to examine materials before accepting tiiem, check budness licenses, require invoice for 
purchases, keep accounts of transactions and honor their undertakings for food quality, as well as promotes 
market managers* food quality responsibility system; Imptements market inspection system in an all-around way; 
improves the food quality monitoring system, and strictly implements the system that substandard food must be 
withdrawn from the market and destroyed and made Imown to the public; strengthens administration over 
butchering of livestock and fowls, breaks down regional barriers and encourages the nationwide circulation of 
high-quality foodstuffs with good credit standing and prestigious brand names; improves food procesdng, 
circulation and service systems in communities: ^engther^ the management of the use of genuine food safety 
labels and standard packaging, and concentrates efforts to crack down on printing of fake packaging, labels and 
trademarks. 

7. Intensifying Si^ervlsion of Food Safety in Catering Industry 

Hygiene in the catering industry is vital for food safety. In this regard, the Chines government has primarily 
done the following: One, it has Intensified supervision on hygiene in the catering Industry, promulgated and put 
into effect the Hygienic Standards for the Catering industry and Group Food Service Pr^ders, ad^ed a 
quantified and clas^fled supervisory system for food hygiene management, and strengthened supen/lsion on 
each link of the catering Industry. Two, it has urged the catering Industry and canteens to implement the 
quantified and classified supervisory system for food hygiene management in an all-around way, improved and 
strengthened monitoring of food contamination arid building of a monitoring system on diseases caused by 
corrtamlnated food. Three, it has intensified crackdovm on activities in violatjon of food safety law, investigated 
and dealt with serious cases and timely made them known to the public. In 2006, the health departments 
in^}ected 2.04 mHlion catering entities of various types and school canteens, dealt with 45,000 cases of illegal 
food processing and sale and closed down 25,000 food processors and sellers that had been operating without 
hygiene permRs. F<Njr, R has strengthened efforts on hy^enlc work in schools, directed arid carried out special 
inspections on food and drinking water hygiene, and prevention and treatment of contagious diseases in schools 
all over the country, as wed as prevention of food poisoning and the spread of communicable Intestinal 
diseases. Five, R has conducted food-related jeopardy assessment errd Issu^ early warnings for food safety 
problems on a scientific basis and provided food assessment information. 

8. Carrying out Rectmcatton In Respect of Food Quality and Safety in an AJI-aiound Way 

In order to crack down on the spread of counterfeit and shoddy foodstuffs in certain regions, ^>ecial 
ccxTtprehen^e rectification campaigrrs were launched in these regions for food quality and safety. The Chinese 
government has conducted a special proj^ Involving hundreds of regions, thousands of townships and tens of 
tiiousands of food producers and processors. Targeting key regions, food proces^ng venues and hmjseholds 
and their prodiwts, the project has resolved the regional problem of producing and filing fake and inferior 
goods by establi^ng a food safety monRoring network, stepping up efforts In building up the te^nologica! 
forces such as standardization and monitoring technc^ogy, Improving technical services for enterpri^s, 
promoting tiie setting up of food industry associations, and intensifying law enforcement and maidng more 
stringent efforts to crack down on tiie production and sale of counterfeit and faulty food. Meanwhile, the 
departments of industry and cwnmerce as well as quality super^sion and inspection keep intensifying law 
enforcement and, with focus v\ krad qualRy and safety, direct and conduct law enforcement actions 
against activities in producing and processing counterf^ food-related Rems at ttie source, strictly crack down on 
itiegal activities such as production of food with non-food materials and misuse of additives in food, as well as 
food producers with neither a business license nor food-processing permR. in 2006, ti>e quality supervision snd 
inspection departments handled 49,000 illegal operations in this field, ccmfiscatlng cminterl^ and shoddy 
foodstuffs worth 450 million yuan. In the same year, tiie departments of industry and commerce ^rit 5.6 million 
person^mes for law enforcement and inspected 16,000 key food markets and 10.4 million food operating 
business/times, dosed down 151,600 unlicensed businesses, revoked 4,629 business licenses, investigated 
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and dealt with 68,000 cases of production and sale of counterf^ and shoddy food, of which 48 cases were 
referred to the relevant |udicial organs, and ordered 15,500 terns of substandard foodstuffs off the market. 

9. Beefing up the Conetnictlon of a Risk-warning and Emefgency-response System 

The Chinese government has established a nationwida quick risk warning and respondng system in respect of 
food safety, actively conducted risk mon'rtwing and control in food production, processing, circulation and 
con^mption. and preliminarily roalized the early discovery, early warning, early control and early treatmant of 
food'safety problems dirough efficient collection and anal^s of information on food safety. It has also 
established a rapid and efficient response mechanism covering die collection and analysis of risk-related 
kiformation, issuing warnings and rapid re^onses so that H is possible to provide prompt reports, take swift 
action, make accurate judgment and mete out appropriate measures. 

10. Establishing and improving a Food Recall System 

This system comprises two aspects: active recall and instructed recall. The system stipulates tiiat it is the 
respondbillty of food producing and processing enterprises to recall their products If necessary, requires that 
food producers should instantly put a halt to the production and selling of their products if tfiey susf^ any 
safety risk in their food products, and take die fnitiadve to recall such food products. Producers who purposely 
conceal food hazards or do not perform their recall obligations, or whose faulty producti<m has extended such 
hazards or made them recur, will be Instructed to recali their products, in recent years, In conducting food 
sample surveys and (aw enforcement, the General Administration of Quality Supervision, Inflection and 
Quarantine has berame more stringent in demanding food recall when major food-safety hazards, such as 
pathogenic bacteria, chemical pollutant or non-food materiais, are found in food products. Toward those food 
producing enterprises causing serious consequences, the Administration has revoked their licenses, thus 
reducing hazards that might be caused by unsafe food and safeguarding the health and ^fety of consumer. 

11. Improving the Food Safety Credit System 

The Chines government pays great attention to the construction of the credit system for food safety, and has 
set up the preliminary credit records for food-producing enterprises, as well as a system to pi^icize the honor 
rolls and blacklists of food producers and processors. Msanwhile, the functions of chambers of commerce and 
trade associations have been brought Into full play to promote self-disctpline in the food Industry. By ^ing 
backing to excellent and competent enterprises, the government supports and helps good and strcxig 
enterprises by legislative, administrative and economic means to create an honest environment for food safety, 
and to enhance people's awareness of honesty in this regard, it has made great efforts in gradual improvement 
of this mechanism for food safety, and given full scope to Its role In regulating, gukting and supervising food 
safety. It has built up fifes of credit records of food safety and promoted classified credit monitoring in the food 
industry. Emphasis is laid on the establishment of a rogistration and Informatiwi system and a classified 
database of credit records of food producers and filers, which collects information on food producer' and 
sellers' market access, food-safety control, and consume^' complaints and reports, to ensure an effective 
control based on adequate information, in recent years, the latest network technology has been used for this 
purp<^, so that consumere may timely, easily, qui^dy and effectively dlstln^ish counterfeits from genuine 
ones, which greatly helps safeguard consumers' Interests, discourages the production and sale of fake 
foodstuffs and promotes honesty among enterprisas In this industry. 

Over the years, the continuous growth of ttie food industry in terms of variety and quantity as well as the 
improvement of quality have helped satisfy the people's ever-increasing consumption demands, r^sed their 
living standard arid promoted national economic development. However, the Chinese government Is w^ aware 
that there are still problems witii food safety, owing to the country's limited socio-economic development. In the 
days to come, penalties will be focused on those who produce shoddy products or products containing inferior 
materials or impurities, palm off counterfeits as genuine ones, process foodstuff with non-kxxl or moldy 
materials, produce foodstuff in disregard of required standards and misuse additives in foodstuff, so as to 
continuously guarantee food safety and quality. 
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III. Supervision of Imported and Exported Food 


1. Supervision of Imported Food 

ExploratlOT and practice over tiie yeare have enabled China to set up a complete framework of food quality and 
safety »^:>er\dsory system and guarantee measures to ensure the safety of Imported food. 

- Scientific risk management system. According to the WTO Agreement cm the Appiicaticm of Sanitary and 
Phytosanitary Measures (SPS) and commcm international practice, the Chinese government adopts an 
inspection and quarantine entry system based on risk management for high-risk imported food, such as meat 
and v^etable, which includes: making a ride analy^s on ^ high-risk food that the exporting country applies to 
export to China; siting an Inspection and quarantine agreement with the exporting country on food involving 
acceptable risks; carrying out hygiene registration for foreign food enterprises; and quarantining, examining and 
approving the imported food of animal and plant origin. If epidemic animal or plant diseases or severe food 
safety problems occur in the exporting country, China shall take timely risk management measures, including 
suspending foexf imports from that country. 

- Stiict inspection and quarantine system. When imported focxl arrives at the port of entry, the entry-exft 
inspection and quarantine authorities carry out inspection and quarantine in accordance with law, and approve 
the foodstuffs to be imported only if they meet the required stari^rds; and the customs house clears the 
imported food upon the strength of the Customs Clearance List of Inward/Outward Goods as issued by the 
entry-exit Inspe^on and quarantine authorities. Only then can the food be sold In the Chinese market. If safety 
or hygienic problems are found in the food when inspected and quarantined, correspondng measures are 
immediately taken. In 2006, Chinese entry-exit inspection and quarantine authorities altogether found 2,456 
batches of foodstuffs not meeting the standards at ports of entry. In the first half of 2007, some 696 were fcHind, 
which were returned, destroyed or used in other ways according to law. Thus is the safety of food imported for 
the Chinese market assured. 

•> Complete quality and safety supervisory system. While carrying out inspection and quarantine in accordance 
witii law, the entry-exit inspection and quarantine authorities pay special attention to higher-risk food and 
problematic food^ffs as found in the inspection and quarantine at the ports of entry. The autiiorttles prrxnptly 
issue early warnings of risks when finding Imported food with serious problems or the same type of imported 
food with repeated problems, and take such measures as increasing the proportion of sample survey, adding 
more items for insp^'on, arid suspending import. 

- Strict systOT against illegal import. The Ger>erai Administration of Quality Supervision, inspection and 
Quarantine and the General Administration of Customs have set up a coc^eratlon mechanism to jointly tight 
illegal food imports. In 2006, China tigned witii the European Union Commission the Arrangement for 
Cooperati(xi on Joint Prevention of Illegal Actions in the import and Export of Food, making It dear that the two 
ades will crack down on such illegal activities as deception, undeclared canying, illegal transit and smuggling 
through exchanges of information, technological croperation. mutual visits of experts and special Joint actions. 

In 20(% and ttie first half of 2007, 12,292 tons of IllegaJly imported meat were seized. 

2. SuiMivfsIon of Exported Food 

Followng the princ^ie of 'prevention first, ajpervision at the source, and control throughout the process," the 
Chinese government has set up and Improved an export-food safety management framework composed of "one 
pattern and ten systems.' 

'One pattern' refers to the managerial pattern for the production of export food - 'enterprise -f base -f 
standardization." This pattern confonns to China's reality and the actual situation in the field of e]q>ort food, and 
thus is an important guarantee for tiie quality of such fo^. Besides, it is the only way for entarprises to aim for 
scale and intensive developm^t in die international market. With unremitting efforts over many years, China 
has basically put this pattern in place for major export food Hems, e^^ectaily high-risk foodstuffs such as meat, 
aquatic products and vegetable. 

The ten systems' are: ttiree for supervision at the source - the archiving management system for tiie 
inspection and quarantine of planting and breeding ba^, tiie epidemic disease m(xiitorir>g system, and the 
supervisory system for pesticide and veterinary medicine residue; three for factory supervision » tfie h^iene 


http://www.china.org.cn/english/features/book/221993Jhtm 


10/10/2007 



232 


Govt. White Papers - china,org.cn 


Page 2 of 2 


registration system, the classified management system for enterprises, and the resident quarantine officiai 
system for large enterprises producing high-risk food for export; three for product supervision -- the lega! 
inspection and quarantine system for export food, the system of quality tracing and substandard products 
recalling, and the early risk warning and quick response system; and one for credit building •• a red list and a 
blacldist for food exp(^ enterprises. 

- Strengthening supervislcm of planting and breeding at the source. To effectively cmtrol the risks of animal 
epidemics, plant diseases and pesticide and veterinary medicine readue, and guarantee food quality and safety 
and traceability at the source, the entry-exit inspection arKi quarantine authorities adopt the archiving 
management system for the inspection and quarantine of export food material bases with such risks. Only the 
raw materials of planting and breeding bases with archi^^g approval can be used in processed export fo^. arKl 
ail the raw material bases with archiving approval are publicized on the website of the General Administration of 
Quality Supeoirision, inspection and Quarantine. So far, 6,031 breeding farms and 380,000 hectares of planting 
bases have obtained such approval. For these bases, ^e relevant agencies strengthen supenrision, prevention 
and control of epidemic ctiseases, exercise tight management ol agricultural input materials, and enforce a strict 
superw^on system over pesticide and veterinary medidne residue, so that these problems are brought under 
effective control. In recent years, bird flu has been found in many places around tiie world, but none at the 
bases under archtvring management in China. 

” Strengthening supervision of food producing enterprises. China has adopted a hygiene registration system for 
all enterprises producing export food, and an enterprise has to be granted such registration before engaging in 
the production of export food. So far, 12,714 enterprises have been registered, among which 3,698 have passed 
the HACCP certification of the entry-exit Inspection and quarantine authorities. The local entry-exit inspection 
and quarantine authorities carry out routine supen/islon arvd administration of the registered food proofing and 
processing enterprises In a unified way to ensure that tiie raw materials come from archived planting and 
breeding bases, and that the production and processing meet the required standards. As regards large 
enterprises producing or processing high-risk export food such as meat, the entry-exit inspection and quarantine 
authorities send resident offlcials to supervise them when needed. The packaging of export food should be 
labeled with traceable signs according to requirements, so as to ensure the traceability of the products and 
recall of substandard products. 

- Strengthening inspection and quarantine before the food is exported. As prescribed by Chinese laws, all food 
should meet the standards set by the inspection and quarantine authorities before being exported, and the 
customs houses at the ports of exit should clear the export food upon the strength of the Customs Clearance 
Ust of Outward Goods issued by the entry-exit inspection and quarantine authorities, if It is demanded by the 
importing country, the relevant entry-exit Inspection and quarantine authorities should issue a hygiene certificate 
to prove that the food meets the required standards, and enter on the certificate the name, address, number of 
hygiene registration of the producing enterprise, date of production, date of export, loading port and destination 
port. When the goods arrive at the port of exit, the inspection and quarantine authorities at the port should 
examine the goods again, making sure they are Intact and conform to the information on the certificate. All these 
measures guarantee the traceability of the food. 

» Strengthening the construction of the export enterprise credit system. An export enterprise quality undertaking 
system and a red list and blacklist system for export enterprises are implemented in a comprehensive way, and 
efforts are being made to irvcrease the awareness of the persons primarily responsible for product quality and 
help enterprises to form a mechanism of self-management, self-discipline and consciousness of operation in 
go<^ faith. Included on the Ust of Sound Enterprises are those with a complete and effective control system, 
good faith, effective control over safety ri^s, and a good reputation in the importing countries. Such enterprises 
are granted favorable policy treatment. Enterprises witi> serious quality problems as reported by the importing 
countries or regions, or which have avoided inspection artd quarantine or cheated the inspectitxi and quarantine 
authorities are punished in accordance with the law and Included in the List of Unlawful Enterprises and 
publicized on the Internet so as to enhance the setf-ctiscipllnary awareness of enterprises producing export food. 
So far, 55 enterprises have been put on the list. 

Over the years, the departments of quality supervision and infection, trade, customs, industry and commerce, 
and taxation have worked closely to promote the quality and safety level of food exported from China and satisfy 
numerous Chinese and foreign customers with high-quality, delicious and inexpensive foodstuffs. Yet, there are 
stilt a tiny number of enterprises that disregard the law, regulations and standards of China and importing 
countries and. by cteception or fraud, avoid supervision by tiie inspection and quarantine authorities, or export 
food by improper channels. Consequently, some adulterated, counterfeit or shoddy foodstuffs have found their 
way from China into foreign markets. The Chinese government Is determined to step up the fight against such 
activities and prevent substandard foodstuffs from going overseas. 
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IV. Law Regime and Technological Guarantee System for Food Safety 


1. Food Safety Law Regime Gradually Improved 

China now has a complete iaw regime providing a sound foundation and good environment for guaranteeing 
food safety, Improving food quaiity and regulating food imports and exports. 

The specific laws In this regard include the Product Quality Law, Standardizetlon Law, Metrology Law, Law on 
the Protedion of Consumer Rights end Interests, Law <x\ the Quality and Safety of Agricultural Products, 

Criminal Law, Food Hygiene Law, Law on Import and Escort Commodity Inaction, Law on Animei end Plant 
Entry and Exit Quarantine, Frontier Heal^ and Quarantine Law and Law on Animal Disease Prevention. 

The specific administrative regulations In this regard include the Special Reguiaticxis of the State Council on 
Strengthening Safety Supervision and Administration of Food and Other Products, Reguletions of the People's 
Republic of China on the Administration of Production Licenses for industrial Products, Reguletions of the 
People's Republic of China on Certification and Accreditation, Regulations for the Implementation of the Law of 
the People's R^ublic d China on Import and Export Commodity Inspection, Regulations for the Implementation 
of the Law of the People's Republic of China on Animai and Plant Entry and Exit Quarantir^, Administrative 
Regulations of the People's Republic of China on Veterinary Medicine, Administrative Regulations of the 
People’s Republic of China on Pesticides, Provisions of the Peeke’s Republic of China on Place of Origin of 
Export Goods, Reguletions for the implementation of the Standardization Law of the People's Republic of China, 
Measures for Investigating, Punishing and Banning Unlicensed Business Operations, Ragulations on the 
Administration of Faedstuffs and Feed Additives, Administrative Regulations on the Safety of Genetically 
Modified Agricultural Organisms and Regulations of the People's Republic of China on Import and Export of 
Endangered Wild Fauna and Flora. 

The ^)ecific departmental rules include the Detailed Rules for the Implementation of the Measures for the 
Administration d the Supervision d Quality and Safety of Food d Food Producing and Processing Enterprises 
(T rial). Measures for the Implementation d the Regulations d the People's Republic d China for the 
Administration d Production Licenses for Industrial Products, Measures for the Administration d Food Hygiene 
Licenses, Measures for the Hygiene Administration d Food Additives, Measures for the Administration of 
inspection and Quarantine d Entry and ExH Meat Products. Measures for the Administration of Inspection and 
Quarantine d Entry and Exit of Aquatic Products. Measures for the Administration d Food Safety in the 
Circulation Sector. Measures for the Administration d the Safety d Races d Origin d Agricultural Products, 
Measures for the Administration of the Packaging and Marks d Agricultural Products and Regulations for the 
Administration of Hygiene Registration d Export Food Production Enterprises. 

2. Construction of Food Quaiity and Safety Stmdard Syaton GradiMlIy Strengthened 

The Standardization Administration d the Pe<via's Republic d China administers the country's food 
standardzation work, while relevant departments under the State Council are in charge of specitic food 
standardization work In respective sectors. The departments concerned are responsible for drafting different 
national starniards for food safety, white the Standardization Administration initiates projects, examines them, 
marks the ^riai numbers, gives formal approval and promulgates them. Now, a food quaiity and safety standard 
system covering all categories, featuring a relatively rational structure and being fairly complete, has taken Initial 
shape in China. Food safety standards cover the place of origin of agricultural products, quaiity of irrigation 
water, rules for the rational use of materials put Into agricidtura, rules and procedures for animal and plant 
quarantine, good agriculkjrai practices (GAP), standards of maximum amount of pesticides, veterinary drugs, 
pollutants and spoilage organisms allowed in food, standards for food additives and their use, h^iene standards 
for food packaging materials, standards for special dietary food, standards for signs or labels on food packages, 
standards for the management and control of the safe production of food and standards for testing methods 
concerning food. These standards apply to edible agricultural products and processed food, such as grain, dU, 
fruit and vegetable, milk and dairy products, meat, poultry, eggs and related products, aquatic products, soft and 
alcoholic drinks, condiments and infant food; emd cover each sector from food production, processing and 
distribution to final consumption. So far, China has prtxnufgated over 1,800 national standards concerning food 
safety, and over 2,900 standards for the food industry, among which 634 national standards ara compulsory. 

To solve such problems as food safety standards overlapping each other and poorly organized, China has 
sorted out the over 1 ,800 national standards, over 2,500 industrial standards, over 7,000 local standards and 
over 140,000 enterprise standards, repealing more than 530 national and industrial standards. Mearrwhile, it has 
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speeded up the revision of over 2,460 national and industrial standards, issued over 200 new national 
standards, and worked cxjt plans to enact over 260 national standards. It also works hard to promote and 
enforce these standards, and urges food producing enterprises to strictly abide by them. 

3. Food Certification and Accreditation System Basically Established 

The Certification and Accreditation Administration of the People’s Republic of China is responsible for 
administering, supervising and coordinating certification and accreditation work throughout the country, putting 
in order the certification market and regulating certification activities. A pattern of uniform administration, 
standardized operation and common implementation for tiie certification and accreditation of food and 
agricultural products has come into being, basically establishing a certification and accreditation system 
coveting the entire process *from the farming held to dining table." The certificatfon categories include 
certiftcation of feeds. GAP certification, certification of hazard-free agricultural products, certification of organic 
products, certification of food quality, certification of the HACCP management system, and certtfication of green 
markets. At present, China ranks among the top ten countries in the world in this regard, with 2.03 million 
hectares pr^ucfng certificated organic products. The country has been e)q}6rimenting with GAP certification 
geared to international standards in 286 export enterprises and agricultural standardization demonstration bases 
in 16 pilot provinces; 2,675 food producing enterprises have received HACCP certificates; 26,600 primary 
agricultural products have passed the certiftcation tests for hazard-free agricultural products; and continuous 
progress is being made in the certification of feeds, alcoholjc beveragee by quality grade, and green markets. 
The governmerrt continuously strengthens its supervision of certificated products and enterprises, and increases 
the authoritativeness and effectiveness of certification. 

4. Food Safety inspection and Testing Framework Taken Initial Shape 

Regarding the supervision of foodstuffs for the dwnestic market, China has established a number of qualified 
food inspection and testing institutions, bringing into initial being a food safety Inspection and testing framework 
with "state-level inspection institutions playing the leading role, provirKial- and ministerial-level food inspection 
instrtijtions forming the main body, and city- and county-level food inspection Institutions acting as supplement." 
With the improvement of their testing capability and level, these institutions can satisfy the demands for quality 
and safety tests throughout the entire process - from the environment of place of origin, input materials, 
production and processing, storage and circulation to consumption, and can basically meet the requirements of 
national, industrial and relevant international standards for food safety parameters. China adopts the certification 
management that is in line with the international practice for food laboratories, and strengthens international 
mutual recognition, information sharing and joint tackling of key scientific and technological problems, ensuring 
the accuracy and fairness of test results. China has accredited the quallficatiorts of some food irtspection and 
testing institutions. Altogether, 3,913 food testing laboratories have passed the laboratory accreditation (similar 
to metrology certification) of China National Accreditation Service for Conformity Assessment (CNAS) among 
which 48 ere state-level quality inspection centers for foodstuffs and 35 are key food laboiatorles. The testing 
capability and level of these laboratories have reached a relatively advanced international standard. As regarcte 
the supervision of import and export foodstuffs, a techntoal support system ensuring food safety has taken 
shape, wKh the 35 state-level key laboratories playing the leading role. There are 163 inspection and quarantine 
laboratories for Import and export foodstuffs throughout China, possessing more than 10,000 sets of large 
precision instruments of various types. Altogether, 1 ,189 professionals are directly engaged In the laboratory 
testing of import and export foodstuffs in these laboratories, with a rational age structure and allocation of staff 
accOTcSng to their specialized fields. These laboratories can detect all kinds of food-borne pathogens and 786 
safety or hygienic Items, such as residue of pesticides and veterinary medicines, additives and heavy metals. By 
2006, China had set up 323 state- and ministerial-level quality inspection centers and 1 ,760 provincial-, 
prefecture- and county-level testing institutions concerned with agricuHural products. Thus, a quality and safety 
inspection and testing framework for agricultural products, with these Institutions at different levels 
supplementing each other, has taken shape, providing technical support for strengthening the supervision of the 
quality and safety of agricultural products. 


http://www.china.org.cn/english/featuies/book/221989.htm 


10/10/2007 



235 


Govt. White Papers - china.org.cn 


Page 1 of 2 


V, International Exchanges and Cooperation Regarding Food Safety 


The Chinese government sets great store by cooperating with other countries, regions and international 
organizations regarding food safety, as well as by learning advanced management expertise and monitoring 
technology, to improve the overall quality of its foodstuffs. 

1. Strengthening Exchanges and Cooperation Regarding Food Safety Te^nology 

China encourages and suF^orts its technical experts to participate in various food safety technologicai training 
programs, seminars, exchanges and comparative reviews. It also welcomes overseas experts to visit China for 
study or training. Besides the activities organized by the Worfd Health Organization (WHO), China has, since 
2001, conducted many rounds of technological training and exchar^es on food safety, ^ecially the 
implementation of the Agreement on the Application of Sanitary and Phytosanitary Mea^res (SPS), with the 
US. the EU, Italy, Canada, Germany, the UK, Switzerland, Denmark, Australia, New Zealand and 'Hiaiiand. in 
August 2006, China sponsored food safety training for people from 14 South Pacific countries. To furnish itself 
with timely Information to ensure the foodstuffs it exports are up to the relevant standards, China has translated 
the laws on food safety and hygiene of the US, the EU. Russia, the ROK and other countries and re^ons. It has 
also invited experts from the US, the EU and Japan to offer training on HACCP application, the National 
Shellfish Sanitation Program (NSSP), residue control and Positive List System. China’s laboratories for import 
and export food inspection and quarantine have taken part in several comparative experiments, such as the 
Food Analysis Performance Assessment Scheme (FAPAS) of the UK, and joined on regular Intervals the 
international proficiency testing conducted by established certification agencies, such as the Asia Pacific 
Laboratory Accreditation Cooperation (APLAC) and the Australia's National Association of Testing Authorities 
(NATA). The national center for disease control and prevention and a dozen provincial ones have passed the 
WHO food safety inspection capacity verifications. By November 2006, a total of 22 inspection agencies had 
been granted by the ROK to be ‘Acknowledged Oversees Official Inspection Agencies,* which means that the 
food items that pass their checks will be free from entry in^)ection in that country. The testing results of the 
laboratories of the 35 quality in^>ection and quarantine agencies directly under the General Administration of 
Quality Supervision, inspection and Quarantine have also won acknowledgement from Japan, and many of the 
laboratories are open ones and have hosted delegations of experts from the US, Canada, the UK, France, Italy, 
Germany, Switzeriand, Australia, New Zealand, Japan, the ROK, Singapore, Hong Kong, as well as other 
countries and regions. 

2. Actively Participating in international Activitiw Regarding Food Safety 

The Chinese government has always been a keen advocator of and participant in International food safety 
activities. It has dispatched delegations to the Codex Alimentarius Commission (CAC), the International Plant 
Protection Convention (IPPC) and other international conferences, its call for regional cooperation on food 
safety at a meeting of the Asia-Pacific Economks Cooperation (APEC) has received positive responses from 
Australia, New Zealand and Soutiieast Asian countries, as a result of which the APEC Food Safety Cooperation 
Forum was established, co-chaired by China and Australia. China actively participates in international 
standardization activities for food safety. It is a member of the Technical Management Board and Committee on 
Conformity Assessment of International Organization for Standardteation (ISO). In May 2007, it formally j^ned 
the World Organization for Animal Heaitii (OIE). On October 20-21, 2007, it will host, In Nanning, the China- 
ASEAN Ministerial Conference on Quality Supervision, inspection and Quarantine, with the theme of 
'Strengthening Cooperation on Food Safety Management and Protecting Consumer's Rights.* The event will 
discuss the establishment of a cooperative mechanism on food safety, so as to increase exchanges and 
cooperation among the relevant departments of China and ASEAN to ensure the quality, safety and sanitation of 
the foods traded among them. 

3. Striving to Promote international Cooperation Regarding Food Safety 

While organizing regular and irregular seminars or mutual visits of experts with Japan, the ROK, Australia, New 
Zealand, Singapore, Norway. Russia, Hong Kong, and other countries and r^'ons, China's General 
Adrrwtistration of Quality Supervision, Inspection and Quarantine has signed 33 cooperative agreements or 
memorandums on food safety and 48 import and export food inspection and quarantine protocds with 30 
countries and regions, namely the US, the EU. Russia. Japan, the ROK, Singapore, Thailand, Mongolia, 
Vietnam, the Philippines, Denmark, France, the Neti^erfands, Ireland, Hungary, Poland, Italy, Norway, 
Switzerland, Canada, Brazil, Argentina, Chile, Mexico, Uruguay, Australia, New Zealand, South Africa, Hong 
Kong and Macao. Thus, a long-term and effe^ve cooperative mechanism between China and its food trade 
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partners has been established! And, based on this, the General Administration of Quality Supervi^on, 

Inspection and Quarantine has built a system of annual meetings with many countries and regions. The second 
China-EU meeting on safety of food and consumer products at the ministehai level is scheduled to be held on 
S^ember 12, 2007 in Beijing, and the third China-US food safety meeting at the vice-ministerial level is 
scheduled on September 1 1 -12, 2007 in the US. 

4. Promoting Food Trade 

The food safety cooperative mechanisms established between China and other countries have greatly promoted 
bilateral and multilateral cooperation to ensure the safety of foodstuffs traded among ttiem and ease ^e wide 
concerns about food safety. For Instance, the Sino-Japanese cooperative mechanism plays a key role in 
ensuring the safety of Chinese food exported to Japan. After Japan's release of its Positive List ^stem, the 
Chinese government, through communications and negotiations, persuaded Japan to accept its reasonable 
proposals and adjust some projects accordingly, and co-sponsored three demonstrations and eight special 
training workshops to help China's food export enterprises further standardize the use and administration of 
pesticide and veterinary medicines, improve the quality tracing system and guarantee the quality and safety of 
food exported to Japan. The ChIna-US food safety cooperative mechanism plays a similar role. Since the end of 
2005, China's entry-exit inspection and quarantine authorities have continuously found residues of prohibited 
medicines, pollutants and pathogenic microbes in US meat products exported to China. Their timely notification 
of such information let the US learn of China's legal requirements concerning food safety, thus effectively 
protecting Chinese consumers as well as ensuring healthy development of US export of meat products to China. 
In 2004 and 2005, the two countries, under this cooper^ive mechanism, evaluated the safety and sanitation of 
China's exported cooked poultry products. The China-EU food safety cooperative mechanism also works well In 
solving problems both ^des are concerned about. Through timely communication and on the basis of risk 
assessment, China has solved problems in the import of pork pr«^ucts from some dioxin-affected EU countries. 
While continuousty improving its own food safety management and epidemic prevention and control work, it has 
activ^y cooperated with the EU in undertaking hygienic system in^D^ion and risk appraisal which helps build 
confidence in China's cooked poultry products. The EU has worked out a timetable to resume Imports of China's 
cooked poultry products in 2007. 

Food is the first neces^ of man, and it is the most direct and most important consumption prodi^ of mankind. 
China is a responsible country, and Chinese government is devoted to working for the benefits of the people. 
Over the years, the Chmese government has endeavored to improve food quality, ensure food safety and 
protect consumers around the world. But, It must be pointed out that China is still a developing country, and the 
overall level of food safety, including the standards and the industrialization level of food production, still lags 
behind that of developed countries. China has a long way to go to improve the quality of foodstuffs. Food quality 
and safety is a common concern of the human society and a shared duty of the international community. As a 
large importer and exporter of food. China is keen to strengthen exchanges and cooperation with other countries 
and make unremitting efforts to ensure the safety of food and promote the healthy growth of the global food 
trade. 
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CHINESE GOVERNMENT ATTACHES IMPORTANCE TO FOOD AND DRUG SAFETY 
1. • The General Picture 

Recently, Chinese food safety and product quality have been widely reported 
by the U. S. media, raising concerns in the United States. China takes this 
issue very seriously and wages an on-going campaign to address the problem. 

As a result of investigations conducted by AQSIQ and relevant agencies, 
the quality watchdogs of the Chinese Government, the cases reported so far 
are isolated cases. China is exporting food to over 200 countries and regions 
in the world, and over 99% its food exports meet the quality requirements. 

Statistics of the inspection authority also show that the percentage of 
certified food exports from China to the United States are 99% in 2004 and 
2005 and 99. 2% in 2006. For China’ s food products entering Japan and EU 
countries, close to 100% are certified. 

2. The Findings of Investigations 

a. Pet food 

The pet food contamination cases uncovered last March were caused by 
illegal practice of two Chinese companies. These companies involved and 
the relevant responsible persons have been penalized according to law. At 
the same time, the competent authority is now stepping up the supervision 
over relevant industries. 

b. Tooth paste 
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There is no existing definite international standard on the use or maximum 
amount of DEG in tooth paste, nor any data showing cases where the use of 
tooth paste containing DEG directly leads to poisoning of the human body. 
In addition, tests conducted by Chinese experts show that tooth paste 
product made in China that contain DEG are safe. Despite the above and to 
ensure scientific application of tooth paste by consumers, the General 
Administration of Quality Supervision, Inspection and Quarantine of China 
(AQSIQ) recently announced the prohibition of the use of DEG as an 
ingredient of tooth paste made in China. 

c. Tire safety. 

Concerning the U. S. media reports that tires imported from China have 
potential safety problems and have caused a traffic accident in 
Pennsylvania, the U. S. sales company of the tire in question, FTS, issued 
a press release to its sales operators and consumers at the end of last 
month, correcting the company’s previous statements about the tire. 
According to the press release, tests on the relevant types of tires 
imported from China show that they meet and exceed all U. S. federal safety 
standards for motor vehicles, and studies on the van and tire involved in 
the Pennsylvanian accident have led to the conclusion that the tire made 
in China could not be confirmed as the cause of the accident. 

Apart from that, the specialized agency in China conducted tests on samples 
that are the same type as the tires exported to the United States. The 
results show that they fully comply with the U. S. standards. 

3. Measures Taken 

China’ s trade with countries including the United States has grown so rapidly 
and on a scale so large that individual problem in food export becomes hardly 
avoidable. However, the Chinese Government has NOT turned a blind eye or tried 
to cover up. Ve have taken this matter very seriously, acted responsibly and 
immediately adopted forceful measures to address the problems in the interest 
of the health and safety of the Chinese public and the consumers of the 
importing nations. 
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More importantly, the Chinese Government has emerged from the problems with 
a host of measures targeting and strengthening export food and drug safety, 
which testify to the resolve and good faith of the Chinese Government to address 
food and drug quality and safety. The measures include; 

a. Stricter inspection at port of export and increased sampling 
percentage. Food destined for the U. S. market are now subject to 100% 
open container inspection by port inspection and quarantine agencies, 
and all those found with discrepancy between goods and documents, or 
with quality or safety problems will be withheld from exporting. 

b. Establishment of an on-line blacklist to publish the names of 
export companies with malpractice to the public in addition to legal 
punishment. 

c. Rapid response to briefing on sub-standard products provided 
by food and drug authorities of importing countries. This includes 
immediate investigation and timely analysis and settlement. 

d. Regular AQSIQ press conference. . AQSIQ began holding regular 
press conference in July to increase media and public supervision over 
government work in food and drug safety. 

On the basis of these measures, the Chinese Government will continue to iimrove 
overall supervision from production to export, including production, 
distribution, import and export as well as legislation, enforcement, 
supervision and management, so as to upgrade the quality and safety of Chinese 
products and make them safe for domestic and overseas consumers. 

4. U. S. Cooperation Needed 

It must be pointed out that food and drug safety problem is a global issue 
rather than unique to China. Developed countries including the United States 
and European countries are also faced with this problem to different degrees. 
For example, there have been successive cases of spinach, lettuce and peanut 
butter contamination in the United States since the beginning of this year. 
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Pork and poultry exports from certain U. S. companies were found to contain 
chemical additives or over-the-mark pathogenic bacteria counts, and the 
Chinese inspection agency had to announce a suspension on relevant imports. 
According to a report of the New York Times on July 12''', U. S. FDA data of last 
year shows that food exported from many countries, including some developed 
countries in Western European and Asia, were refused entry by U. S. customs 
and China did not top the list in terms of the total amount of products stopped 
at the U. S. border. In such context, it is unfair and irresponsible for the 
U. S. media to single China out, play up China’ s food safety problems and mislead 
the U. S. consumer. 

The Chinese side hopes that the U. S. side will respect science and treat China’ s 
food and drug exports fairly, will not exaggerate or play up individual food 
safety cases and still less creating 'China threat' in the field of food and 
drugs so as to prevent the misimpression among the U. S. public that all food 
and drugs Imported from China are unsafe. Blowing up, complicating or 
politicizing a problem are irresponsible actions and do not help in its 
solution or benefit the sound development of bilateral trade. It is even more 
unacceptable for some to launch groundless smear attacks on China at the excuse 
of food and drug safety problems. 

The Chinese side is ready to strengthen consultations and cooperation with 
the U. S. side. China’ s AQSIQ and State Food and Drug Administration would like 
to further strengthen the existing close and good working relations with the 
USFDA so as to work together to ensure food and drug safety and better protect 
the health and wellbeing of the general public in China and the United States. 

Chinese Food Exports Are Safe 
I. Safety Conditions of Chinese Food Exports 

Chinese food products are exported to more than 200 countries and regions. 
Among the top ten are Japan, the United States, the Republic of Korea, Hong 
Kong, Russia, Germany, Malaysia, the Netherlands, Indonesia and Britain. 
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Statistics show that quality rating of Chinese food exports is very high. 

According to statistics of Chinese quality supervision agencies, from 2004 
to 2006, the number of batches of food items exported from the US to China 
was 17222, 22584 and 28398 respectively. Among them 169, 259 and 259 batches 
were found to fail quality check. The percentage of unqualified items was 
0.98%, 1. 15% and 0. 91%. 89459, 81754 and 94442 batches of food were exported 
from China to the US. Among them 925, 845 and 756 batches failed the quality 
check by the US FDA with the rate being 1. 03%, 1. 03% and 0. 80%. In the meantime, 
324245, 279156 and 275446 batches of Chinese food were exported to Japan, out 
of which 492, 395 and 459 batches were not up to the standard set by the Ministry 
of Health, Labor and Welfare of Japan. The percentage was 0. 15%, 0. 14% and 
0. 17% respectively. Chinese food exports to EU were 96988, 87464 and 91322 
batches. Among them 98, 71 and 151 batches were declared below quality criteria 
by EU member states with the rate being 0. 10%, 0.08% and 0.17%. 

These figures testify to the fact that more than 99% of Chinese food exports 
meet applicable standards which is in parallel with the rate of US food exports 
to China, even a little higher. 

Data from countries and regions that import Chinese food also show that Chinese 
food exports are safe. 

According to statistics of Australia, from April to September in 2006, the 
rate of Chinese food exports that passed quality standards was 98%, which 
averaged the rate of its total food imports. 

Food products consumed in Hong Kong are mainly from mainland China. According 
to the two food safe reports issued this year by the Food Safety Centre of 
Hong Kong Food and Environment Hygiene Department, who conducted two random 
tests of food items on a large scale, its overall quality rating of food reached 
99. 2% and 99. 6%. 

II. Food safety supervision regime in China 


China has a strict regime in place to monitor and supervise food exports. Only 
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companies that register with quality supervision and quarantine agencies are 
allowed to provide raw material to companies that manufacture exported foods, 
which in turn have to go through hygiene registration and are up to standards. 
The production procedure is monitored by quality supervision and quarantine 
agencies. Exporters are required to put labels on their products so that they 
could be traced or recalled for quality check. Before being exported, each 
and every batch of the products will be checked by Exit and Entry quality 
supervision and quarantine agencies. Only those who pass the check are given 
green light. If required by importing countries, official certificates will 
be issued by Exit and Entry quality supervision and quarantine agencies. In 
this way food exports safety is effectively ensured. In recent years, 
delegations from Europe, the US, Japan, Korea and Southeast Asian countries 
have inspected the food export supervision regime of China and have expressed 
satisfaction. 

China has always attached great importance to opinions and feedbacks from 
importing countries and regions regarding quality and safety of Chinese food 
exports. In light of recent incidents, to further strengthen safety of food 
exports, the Administration for Quality Supervision, Inspection and 
Quarantine (AQSIQ) in China has taken a series of additional measures. Firstly, 
checks and tests have been increased. When the exported items fail to match 
the export certificates, or are found to be problematic, they will be banned 
from exportation. Warning will be issued on the AQSIQ website so as to increase 
checks and tests on all food items produced by the company or declared by export 
agents. Companies that violate regulations will be put on the blacklist and 
barred from exportation. Secondly, random inspections will be increased of 
items like toothpaste that are not covered under compulsory checks. Thirdly, 
starting from September 1, 2007, all food exports that have passed quality 
inspection and quarantine checks are required to put labels on sale and 
transportation packages. Fourthly, immediate investigation and timely actions 
will be taken in response to information from importing countries and regions 
regarding unsafe food items. Fifthly, a blacklist of companies exporting 
unsafe products will be set up so as to crack down on illegal exports. 
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III. Calls for scientific and fair attitude 

It is our hope that, on the basis of safeguarding bilateral cooperation and 
exchanges, governments concerned will properly handle food safety issue and 
treat Chinese food exports in a scientific and fair manner. Certain isolated 
cases should not be blown out of proportion to mislead the public into thinking 
that all food from China is unsafe. A case of Chinese company which violated 
laws and regulations should not be expanded to be the failure of the food safety 
regime of the Chinese Government. To exaggerate and complicate the issue is 
not conducive to healthy growth of bilateral trade, or to the overall bilateral 
relations. We hope that governments concerned can work together, in scientific 
and truth-seeking manner, to deal with food safety issue and to ensure health 
of the public. 
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Beijing promises greater efforts to ensure food safety (07/24/07) 

The Beijing food safety authority has pledged to make greater efforts in inspecting catering 
businesses and food processing facilities across the city to ensure food safety. 

Breakfast stands will be one of the key areas that will be scrutinized and those stands that fail to meet 
hygienic and quality control standards will be closed down, said a spokesman with the Beijing Food 
Safety Office. 

Wang Xiaojing, an official in charge of publicity with the municipal department for industry and 
commerce, said her department had listed catering ventures and breakfast stands as industries posing 
high risks to food safety and would increase daily inspecfions. 

The city's law enforcement departments have concentrated efforts In clamping down on caterers 
operating without permits. 

The municipal department of commerce plans to select a group of 'role model' enterprises to help the 
entire catering trade to improve the level of its management. 

There are now more than 45,900 catering businesses, including hotels, restaurants and franchises, in 
Beijing. 

In the first six months of the year, the municipal hygienic department carried out a specialized 
sanitation inspection of more than 1 0,000 eating outlets and a group of small and medium-sized 
enterprises were fined more than 4 miliion yuan. 

According to Wang, the municipal department of industry and commerce received 2,980 complaints 
about food prxrblems from January to June this year. 


tv (M 



245 


Official; food safety in China better but still imperfect(08/07/07) 

China's food safety is improving, but is still imperfect, says Lu Huisheng, deputy director of the State 
Food and Drug Administration (SFDA). 

Lu said China was experiencing a "high risk period" for food safety, when the safety risks that 
appeared in different phases in developed countries had been intensified. 

Lu said food safety awareness among consumers and food producers had improved. 

In the first quarter, 92.8 percent of the vegetable samples in 37 cities met standards on pesticide 
residues; and 98.8 percent of the pork samples passed the check on sulfa drug residues, said Lu. 

Sulfa drug residues indicate traces of synthetic anb'bacterial drugs that can harm human immune 
functions and hematopoietic - or formation of blood and blood cell - systems. 

Since 2006, the government had invested 94.5 million yuan (12.43 million U.S. dollars) in food safety 
risk research, said an official with the Ministry of Science and Technology. 

The government was actively cooperating with other countries to seek solutions to issues of food 
safety and product quality. 

Officials in charge of food safety and product quality from the ELI, Japan and the United States were 
due to visit China later In the year, followed by the third China-U.S. food safety meeting, the second 
China-U.S, consumer products safety summit, the China-ASEAN Ministerial Consultation on Quality 
Supervision, Inspection, and Quarantine. 
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China, U.S. to strengthen co-op in food, drug supervision(08/08/07) 


China and the United States will strengthen cooperation in the supervision on food and drug, said 
China's food and drug watchdog in Beijing on August 8. 

Van Jiangying, spoteswontan of the State Food and Drug Administration (SFDA) said that "the two 
sides will increase technical exchanges through seminars and training programs, and boost exchange 
activities between their working staff." 

"The two countries also agreed to jointly fight against counterfeit drugs,” she said. 

Van said China and the United States will have regular meetings between high-ranking officials and 
that the two sides are preparing a memorandum for drug and medical equipment supervision. 

China and the United States have had negotiations on food and dmg security recently including the 
latest visit by Rich MeKeown, chief of staff for the U.S. Department of Health and Human Services from 
Aug. 1 to 3. 

MeKeown's visit came after the U.S. and China seized unsafe products from each side this year. 

The U.S. said the melamine-tainted wheat protein from China were linked to the deaths of cats and 
dogs in North America and claimed some of Chinese toothpastes, tires, and seafood unsafe. 

Meanwhile, China seized orange pulp and dried apricots from the U.S. that contain excessive bacteria, 
mildew and sulfur dioxide 
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FDA Stymied 
In Push to Boost 
Safety of Produce 

Amid Rise in Outbreaks 
Of Illness, Agency Urged 
New Rules, Monitoring 

By JANE ZHANG 

^fay 16. 2007 

WASHINGTON — The Food and Drug Administration, under fire for a string of illnesses caused 
by contaminated vegetables, earlier this year came up with an ambitious, industry-endorsed plan 
calling for tough new regulations on the handling of fresh produce. 

But the plan went nowhere after it got a cold reception from FDA’s parent agency, the Department 
of HealA and Human Services. And even today, amid continuing concern about the safety of the 
nation’s food supply, efforts to address the problem remain in limbo. 

People close to the FDA say HHS officials led by acting Deputy Secretary Eric Hargan rejected 
the FDA plan, which was presented in February at HHS headquarters. At the meeting, the FDA 
warned that its current approach to protecting the safety of fhiits and vegetables, which relies on 
the indxistry following voluntary guidelines, was failing to stop an increase in foodbome illnesses, 
according to people familiar with the matter. Those in attendance included Robert Brackett, 
director of the FDA's Center for Food Safety and Applied Nutrition. 

Among other things, the FDA outlined a three-year effort that would pump $76 million into its 
coffers to monitor produce safety and impose stringent rules on growers and processors to prevent 
contamination. Such a campaign could cut produce-related outbreaks of illness in half, the FDA 
officials said. 

HHS spokeswoman Christina Pearson said that the February meeting was just a background 
session, with the FDA presenting "a wide variety of options available to us in our efforts to 
improve food safety,” and didn't require a policy or regulatory decision. 

An FDA spokeswoman referred calls seeking comment from Dr. Brackett to David Acheson, who 
on May 1 assumed the newly created position of FDA assistant commissioner for food protection. 
Dr. Acheson, who at the time of the meeting was chief medical officer of the FDA’s food safety 
center, didn’t attend the gathering but was involved in preparing materials for it. 

Businesses often resist new regulations. But in recent months, major food-industry groups. 
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including the United Fresh Produce Association and the Grocery Manufacturers Association, have 
called for new FDA rules to ensure the safety of fruits and vegetables, an approach they think ■will 
be more effective than voluntary measures in bolstering consumer confidence, 

"The message to HHS, from the industry, from Congress, is there's urgency for the administration 
to act," says Tom Stenzei, president of the United Fresh Produce Association. 

The HHS meeting came in the wake of an E. coli outbreak in bagged spinach in September that 
killed three people and sickened more than 200. The FDA said environmental factors, such as 
wild pigs, may have caused the outbreak but it can't say for sure. The spinach was processed by 
Natural Selection Foods LLC, San Juan Bautista, Calif. 

That was followed by two more E. coli outbreaks involving lettuce that sickened more than 150 
people who ate at some of Yum Brands Inc.'s Taco Bell restaurants and Taco John's International 
restaurants. 

E. coli is a common and ordinarily harmless bacteria found in the digestive tracts of humans and 
livestock. But, if consumed, it can cause kidney failure and even death, especially among children 
and the elderly. Cooking can kill E. coli and other bacteria, but food experts say that preventing 
contamination of fresh produce is crucial because it is eaten raw, and the contaminants can't be 
washed off. 

The FDA's Dr. Acheson said that "nothing was ruled in or out" at the Feb. 6 meeting at HHS. In 
his new position, he plans to develop a strategic plan to improve food safety, and to meet with 
HHS officials to discuss a range of issues. On fresh produce, he says it is important "to think 
about preventive controls," but added that he doesn't believe that the government has enough 
scientific knowledge to impose new regulations on the handling of fresh produce. 

The disclosure of the meeting comes as the FDA is under fire from congressional Democrats and 
consumer advocates on a range of food-safety problems, which go beyond fresh produce. In 
February, a salmonella outbreak triggered a recall of the popular Peter Pan and Great Value 
peanut-butter brands, and more than 400 people became ill. 

In Match, Ontario-based Menu Foods Inc. recalled more than 60 million cans of contaminated pet 
food after at least 1 6 pets died. The FDA has blamed the deaths on the chemical melamine. 
Melamine has since been found in feed for hogs, chickens and fish. 


Some food-safety experts think that 
in the wake of the pet-food scandal 
and rising concerns about the safety 
of imported foods, the Bush 
administration will have little choice 
but to take a more aggressive stance 
on food safety, 

A ^okeswoman at the White House 
Office of Management and Budget 
referred questions to HHS, but says 
the President's Council on Food 
Safety, which includes 
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representatives from agencies 

dealing with foods, convened last week to discuss how to improve food safety. 

Mr. Hargan, the HHS acting deputy secretary, wasn't available for comment, but Ms. Pearson, the 
HHS spokeswoman, denied that the department was averse to regulation. "We believe in the 
importance of a strong, science-based regulatory process and take our responsibility to ensure the 
safety of foods, drugs and other items FDA regulates very seriously," she says. "The FDA is open 
to suggestions about its regulatory policies at all times." 

The only major food-safety regulations that have been issued during the Bush administration are 
four rules that were mandated by Congress as part of a bioterrorism law. A 2004 proposal aimed 
at reducing salmonella in eggs hasn't become a final rule, and the FDA isn’t sure when it will. 

The administration has been "reluctant to make something mandatory until you can prove that it 
will be something good. You can't prove that it will do something good until you do it," says 
Lester Crawford, the former FDA coitunissioner who supported the egg proposal. 

The rising number of produce-related outbreaks has been blamed on the centralization of produce 
distribution, an increase in imports, the growing popularity of prechopped fruits and vegetables, 
and environmental factors like animal waste on farms. Fruits and vegetables are now responsible 
for more large-scale outbreaks of foodbome illnesses than meat, poultry or eggs. The number of 
E. coli cases involving fresh produce increased from six in 1998 to 356 cases in 2006. 

Major players in the fresh-produce industry, hurt by sinking sales after the recent outbreaks, 
support mandatory steps to prevent accidental contamination. Mr. Stenzel, of the United Fresh 
Produce Association, said the longer the administration waits to issue rules, the more likely 
Congress is to do the job itself. Given the choice, he added, "the industry would much prefer the 
scientists at the regulatory agencies to draft the rules, rather than politicians." 

Under the Clinton administration, the FDA imposed rules requiring the seafood and juice 
industries to take steps to prevent contamination. But in 2004, as the number of foodbome 
illnesses grew, the FDA wrote a voluntary action plan for the produce industry. In the past three 
years, it has issued warning letters to the industry, including one to California leafy-greens 
companies, issued advice to growers and processors on how to prevent food-safety risks and 
launched an investigation into a disproportionately large number of foodbome illness linked to 
greens in California's Salinas Valley. 

A preventive-control regulation, the type proposed by the FDA at the Februaiy meeting, is 
tailored to each industry and company, and the government's cost stems mainly from auditing 
companies for compliance. For example, a processor would identify the hazards and take 
measures to reduce them at critical points, such as ensuring the correct chlorine level in washing 
water. 

Write to Jane Zhang at .Iane.Zhang@wsj.com' 
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Do You Know Who Your Next Meal Is Coming From? a... 

By Joel Achenbach 
Washington Post StaffWriter 
Sunday, July 15, 2007; DOl 

"Made in China ." 

Suddenly, they're the three most alarming words in the English language. 

Go to any big box store, supermarket, toy shop: When you weren't paying attention (but enjoying the bargains), 
everything became Made in China, or made with stuff that's made in China, or made with 
stuff-that's-made-with-stuff that's made in China. 

Nixon shook hands with Mao; deals were cut; investments invested. Beijing got the 2008 Olympics; Shanghai 
got hundreds of glittering skyscrapers. Now some of our American flags are made in China, and half of our 
garlic, and something like 40 percent of our apple juice and 19 percent of our honey and 70 percent of our toys 
and 80 percent of our Vitamin C. 

Also, diethylene glycol. That’s the industrial antifreeze found in toothpaste imported from China. 

And nitrofuran, malachite green, gentian violet — all three of which are known to be carcinogenic — and 
fluoroquinolone. These are antimicrobial agents used by the Chinese aquaculture industry, triggering a ban by 
the Food and Drug Administration late last month on five types of Chinese seafood. 

And of course, melamine. That's C3H6N6for those wanting the molecular makeup. It's an industrial plastic tliat 
found its way into canned pet food in the United States earlier this year, triggering the recall of 60 million cans. 

"These commodities are flowing in our society essentially unchecked," says former FDA associate 
commissioner William Hubbard. "We're gambling. Because no one's looking at this stuff!" 

Not many people, at least. The FDA says it has 625 field inspectors eyeballing food across the country; they 
manage to scrutinize about I percent of imports. But the number of inspectors has dropped in recent years even 
as an increasing percentage of our food — about 13 percent by one recent estimate — comes from foreign 
countries, many lacking strict regulation. China has millions of small producers making food and chemicals for 
the global market. "As a developing country, China's food and drug supervision work began late and its 
foundations are weak," said Yan Jiangying, the candid spokeswoman for China's food and drug agency. 
"Therefore, the food and drug safety situation is not something we can be optimistic about." 

And now this: Buns stuffed with cardboard. 

"A hidden camera followed the man into a ramshackle building where steamers were filled with the fluffy 
white buns, called baozi, traditionally stuffed with minced pork," reports the Associated Press , summarizing a 
Chinese television news program. "It showed how cardboard [!!!!!] was first soaked to a pulp in a plastic basin 
of caustic soda — a chemical base commonly used in manufacturing paper and soap — then chopped into tiny 
morsels with a cleaver. Fatty pork and powdered seasoning were stined in as flavoring and the concoction was 
stuffed into the buns.” 

The Chinese government has vowed to crack down on shady operators. It has to salvage the image of the China 
brand. The public relations strategy includes both defense and offense: Just yesterday, China banned meat 
imports from seven American companies, citing contamination by salmonella and chemical additives. 
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One might detect the pungent scent of a trade war brewing. 

The former head of the State Food and Drug Administration, Zheng Xiaoyu . discovered last week that it's an 
extremely bad time to get blamed for any of China's food Md drug safety problems. He had been convicted of 
taking bribes in exchange for helping drug companies evade regulation. Sentenced to death in May, he 
confessed his crimes in a written statement, vowed to return the bribe money, and pleaded for leniency. He 
proved unpersuasive; the government announced Tuesday that he had been executed . We can only imagine 
what he was given for his last meal. 

Now, pull way back for the panoramic shot: This is a complexifying world in which no single person can grasp 
more than a tiny scrap of the economic and social systems that sustain us. We can no longer read the code. We 
don't know the origin of the thing we hold in our hand. We know only that it has a funny aftertaste. 

We have become end users of stuff we don't understand that comes from factories we've never seen in cities 
we've never heard of full of people whose language we don't speak and whose names we can't pronounce. 

"There’s a world below our level of awareness that affects everything we do -- the quality of food we eat, the 
water we drink, the clothes on our back," says Robert Clark , a professor emeritus of government at George 
Mason Dniversiiy . "They're delivered by systems that are so complex, most of the people who are actually in 
the system don't understand them." 

Consider the pet food calamity. One of the country’s biggest pet food companies. Menu Foods, decided it 
needed a new supplier of a single ingredient; wheat gluten. It turned to a Las Vegas company named 
ChemNutra that specializes in importing food and drug ingredients from China stuff like potassium sorbate, 
L-Cysteine USP29 and L-GIycine USP28 . 

ChemNutra bought wheat gluten from something called Xuzhou Anying Biologic Technology Development 
Co. Ltd., in Jiangsu province . The gluten from Xuzhou Anying was contaminated with melamine, the industrial 
plastic that ChemNutra believes was intentionally put into the wheat gluten to make it appear to be higher in 
protein. By the time U.S. inspectors reached the manufacturing plant in China, it had been closed and scrubbed 
clean. The melamine played a role in sickening or killing an unknown number of pets across the United States. 

"There but for the grace of God go people," says Hubbard, the former FDA official, "That same kind of 
contamination could have killed 4,000 or 5,000 people." 

More bad news for the China brand: A New Jersey company recently recalled 450,000 potentially defective 
Chinese tires. And fireworks made in China reportedly malfunction^ at half a dozen different Independence 
Day events in Northern Virginia, with one errant shell iniui'ing 1 1 people in Vienna . There’s obviously the 
danger here of consumer jingoism: The demonization of "Orientals" has a long history. In the post-World War 
11 era, "Made in Japan " meant, for a long time, cheap merchandise. It was a pejorative term, until the Japanese 
started cranking out cars and televisions and consumer gadgets that were flat-out better than ours. 

Merchandise from mainland China didn't start arriving until 1980. The country has recently seen an economic 
boom built on exports. But many of us do not know much about China other than that it's where our shirt came 
from, and that it has a (jreat Wall. Historians will say that China invented paper and gunpowder and the 
compass and fireworks and a bunch of other cool stuff, but many Americans think of the Chinese inventing 
ways to counterfeit Hollywood 

movies. We know that there are something like 1.3 billion Chinese, but we’d be hard-pressed to name a single 
one of them. Who among us, today, can name China's president, or prime minister, or Supreme Leader, or 
whatever he's called? Here's a stumper: Is China still communist'l 

Of course there are people who are highly informed, such as George Mason University government professor 
Frances Harbour, who was so disgusted by the working conditions in Chinese factories that she tried to boycott 
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anything made in China. Her boycott lasted about a year before she gave up. She realized that China wasn't the 
only country with sweatshops. And she found It hard to go without Chinese merchandise, 

"I would have had to make my own clothes, practically," she says. 

The problems with foreign imports have put a spotlight on the FDA. Democrats in Congress have assailed tlie 
FDA for being lax on food safety. "Food safety at the FDA is a stepchild," charges Rep. Rosa PeLauro , a 
Democrat from Connecticut . "It is notliing about prevention. It is all about after-the-fact." 

The FDA has created a new^ position, the assistant commissioner for food protection. That w'ould be David 
Achesoi], who says he wants to think strategically, identify the biggest risks, try to do more than just play 
defense. 

"Simply putting more inspectors at the ports isn't the answer," he says. "We need to move further upstream, 
looking at what is euphemistically called the whole life cycle of food." 

Acheson points out that several of the biggest food safety scares of Ae past year were entirely domestic; 
spinach, then lettuce, then peanut butter. 

"Whatever is propped up as the latest crisis is what every'body focuses on," he says. "We can't afford to do that 
here. We can't afford to say, food safety is all about China," 

The ultimate consequences of free trade, of open borders, of the ubiquity of the shipping container that goes 
right from boat to truck to train to all over the place, remains an unknow-n. If you're a big-picture guy like 
Clark, you see the world as a vast petri dish. 

"We've been moving around the planet for about 50, 75 thousand years," Clark says. "As we move, we carry 
with us large animals , . . cattle, horses, pigs, dogs . . . and they all bring their own little companions with them. 
The horse brought us the common cold. Cattle bring us smallpox. The big difference is the .speed with which it 
all happens now. The speed has increased so fast, and to such a high degree, that it does become a genuinely 
novel condition on the planet," 

The experiment is underway. No one's in charge. 

And what you don’t know can h urt you. 
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Poll! 92 percent want 'country of origin' labels 

Consumer Reports finds Americans more worried about food safety 

Reuters 

Updated; 11:07 a.m. ET Juiy 11, 2007 

WASHINGTON - U.S. consumers overwhelmingly support stric±er food labeling laws, with 92 percent of 
Americans wanting to know which country produced the food they are buying, a consumer magazine said on 
Tuesday. 

Consumer Reports said recent food scares, including worries about peanut butter and lettuce, have made 
Americans more interested In knowing not only how their food was produced but where It was made. 

"I was deRnitely shocked at how high these numbers were,” said the study's coauthor Dr. Urvashi Rangan, a 
senior scientist and poiicy analyst at Consumers Union, the nonprofit organization that publishes Consumer 
Reports magazine. 

"It's much like a nutrition label or an ingredient label in that it needs to be part of the general information 
coming in about imported foods,” she added. 

The poll was conducted with 1,004 telephone interviews between June 7 and June 10. 

Last month, USDA said it would reopen public comment to its so-called "country-of-orlgln" labeling measure 
until August 20. 

Congress enacted the meat-labeling requirement as part of a 2002 law but has twice delayed the start date, 
now set for September 30, 2008. 

Campaign issue? 

Meatpackers and grocers as well as some farm groups say the labeling law will create an expensive record- 
keeping headache to track each piece of meat from the slaughter plant to grocery shelf. Other farm groups 
side with consumer groups in saying shoppers deserve to know if meat is imported or U.S. -grown. 

Democratic presidential candidate John Edwards released on Tuesday a package of safety proposals for 
imported foods, Including making country-of-origin labeling mandatory. 

"It's time to stop the delays and stop giving in to big agribusiness and food importers,” said Edwards. 

In recent months, the United States has uncovered safety problems with imports of Chinese seafood, 
toothpaste and melamine-contaminated wheat gluten that was added into U.S. feed for pets, pigs, chickens 
and fish, 

"It is increased oversight and serious inspections (that) will move us in the right direction," said Democratic 
Sen. Charles Schumer of New York. 

The Consumer Reports study found 86 percent of those surveyed expect the "natural” label to mean that 
processed foods do not contain artificial ingredients. Still, the group said many manufacturers caii their 
products natural foods even though they contain artificial sugars and oils. 

The results also showed that 91 percent of consumer said "organic" fish should be produced without 
environmental pollution and be low in contaminants such as mercury and PCBs. There currently are no 
government guidelines in place for organic seafood. 

Consumers Union, the Center for Food Safety and Food and Water Watch plan to file a complaint and petition 
on Wednesday with the U.S. Agriculture Department and Federal Trade Commission to prevent manufacturers 
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from labeling seafood as organic until a government definition is established. 
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Safety-Net Holes Let Chinese Seafood into U.S, Without Testing 


NEW YORK (AP) - At least 1 million pounds of suspect Chinese seafood landed on American store shelves and dinner 
plates despite a Food and Drug Administration order that the shipments first be screened for banned drugs or chemicals, an 
Associated Press Investigation has found. 

The frozen shrimp, catTrsh and eei arrived at U.S. ports under an "import alert,'' which meant the FDA was supposed to hold 
every shipment untl! it had passed a laboratory test. 

That was not Miat happened, according to an AP check of shipments since last fail. One of every four shipments the AP 
reviewed got through without being stopped and tested. The seafood, valued at $2.5 million, was equal to the amount 
66,000 Americans aat in a yaar. 


FDA officials sti^k the pond-raised seafood on their watch list because of worries it contained suspected carcinogens or 
antibiotics not approved for seafood. 


While no illnesses have been reported, the failir>gs raise serious questions about the FDA's ability to poiice America's food 
imports. Whafs more, the agency is now relying on the import alert system to screen far more Chinese seafood than ever 
before. 

"The s^tem is CHJtdated and it doesn't work well. They pretend it does, but it doesn't" said Carl R. Nielsen, who oversaw 
import inspections at the agency until he left in 2005 to start a consulting firm. "You cant make the assumption that these 
would be isolated instances.” 

If the system cannot stop known risks, Nielsen said, how can it protect against hidden dangers, such as the ingredients from 
China that made toothpaste potentially poisonous and killed dozens of pets earlier this year? 

China is America's biggest foreign source of seafood, the 1 .06 billion pounds it supplied in 2(K)6 accounting for 16 percent 
of ail seafood ArTtericans buy. 

President Bush has asked a CablneMevel panel to recommend better knported food safety safeguards. Chinese officials 
have promised to inspect fish farms closely for the use of drugs and chemicals, even as they called the FDA's testing 
mandate illegal under world trade rules. 

FDA officials acknowledged that some shipments slip trough import alerts, but said overai! they work. 

"Anytime you introduce a human element into something, i don't think yixj can necessarily guarantee 100 percent,” said 
Michael Chappell, the official responsible for field inspections and labs. 


Normally, the FDA inspects just 1 percent of the cargo it oversees. When goods land under an import alert, however, they 
are considered guilty until proven innocent: All shipments are supposed to be held until private tests that cost importers 
thousands of dollars show the seafood is clean. Sometimes, the FDA double-checks those tests in Its own labs. Products 
can be detained for months, irtdng importers who depend on v(^me to generate profits. 


'You can't argue with FDA,” said Peter Huh, co-owner of Pacific American Fish Co., a Vamon, Calif, company which paid 
thousands of dollars for tests on 14 of Hs eel or catfish shipments. "So there's nothing you can do.” 

T 0 snag suspects from the torrent of goods entering the ports, the agency uses a web of computer codes and paperwor1<. 

The system Is complex, and imperfect. 

A shipment can escape inspection if, for example, a company uses a name or address not on an import alert, Chappell said. 
That apF^rs to be what happened in one case the AP fourrd. 

Also, FDA workers who must review hundreds of shipments that flash across a computer screen each day may miss some 
tagged for testing. 

tYoL^ 
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The agency has about 450 budgeted positions for screening approximately 20 million shipments annually of such things as 
fish, fruit and medical devices. At a congressional hearing le^t month. FDA employees doubted whether they have the 
resources to do the job. 

The agency is bullish, however, when it targets a product. 

Last summer, FDA labs began accumulating evidence that 15 percent of farm-raised shrimp, eel and catfish contained 
dangerous or unapproved substances. The agency started throwing individual companies on its watch list, and on June 28 
issued a sweeping mandate that all shrimp, eel and catfish raised on Chinese farms be stopped and tested. 

Federal food safety officials said that while the seafood poses no immediate danger, long-term exposure could increase the 
risk of cancer or undennine the effectiveness of drugs used to fight outbreaks of disease. 

Seafood that clears the ports enters a vast distribution system ttial includes restaurants, wholesalers and brand-name 
packages. The FDA did not tell shoppem to throw away what they had bought; agerrcy offciaJs said they simply had to get 
contrd over what China was sending. 

The Chinese government and U.S. importers say the FDA overreacted. It would be impossible, importer say, fora person 
to eat enough seafood to be affected by the trace levels that FDA fcMJnd of substar^ces such as the antifungal chemical 
malachite green and Cipro, the antibiotic used to treat victims of the 2001 anthrax attacks. 

The AP reviewed 4,300 manifests of seafood shipments from China compiled by Piers Reports, a company that tracks 
import-export data, and found 21 1 shipments that arrived under import alert between October and May. 

FDA officiais refused to identify exactly which shipments virere tested, saying they were too busy to do so. 

So the AP contacted importers directly, talking to 1 5 companies responsible for 1 1 2 of the 21 1 shipments. Eleven said their 
products were tested; four said the FDA did not bother to stop a of 28 shipments weighing 1.1 million pounds. VirtuaNy 
ail the shipments entered through ports in the Southeast, including Tampa, Ra., Savannah, Ga., and Miami. One entered in 
Long Beach, which along with the adjacerrt Port of Los Angeles is the major U.S. gateway for imported seafood. 

The importer wRh the most cases was Florida-based Tampa Bay Fisheries, which brings in 20 million pounds of seafood 
from China annually, accountir^g for about one-fifth of sales. 

Chief executive Robbie Paterson said 23 shipments of breaded or dusted frozen shrimp delivered between October and 
May were not injected. In rare cases, the FDA removes from its watch list companies that have passed five straight tests. 
Paterson said he assumed that was why Tampa Bay's shipments went through. 

Not so: Tampa Bay's shrimp supplier - the Fuqing City Dongyi Trading Co was on the watch list 

Like many others in the importing business Interviewed for this st<^, Paterson said he believed that import alerts were 
completely effective and that Chinese seafood poses no health risk. 

FDA officiais "are diilg^tty doing the inspections as they see fft,” Paterson said. 

Three other firms said shipments were not stopped and tested. 

- A shipment of frozen shrimp brought into Boston by Canada-based Rshery Products International, Ltd. The company says 
it independently tests imports. 

- A shipment of catfish into Savannah by Florida-based Beaver Street Rsheries. The apparent reason: The name and 
address of the Chinese finn on the paperwork was a slightly c^rent translation than what FDA had on record. The 
company sa^ it independently tests all imports. 

- Two eel shipments into Savannah and one into New York by a Southern Caltfomia-based importer, which discussed its 
records on the condition that its name not be published. 

The expanded testing mandate has rattled China. U.S. importers said they are being told that the government is holding 
back shipments until tests show they will pass U.S. muster. The disoiption has yet to result in any substantial price 
increases in the United States. 
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”1 don't really know why they conducted the special test on our products," said a woman who identified herself as Miss Lin, a 
spokeswoman for Shantou Red Garden Foodstuff, which the FDA placed on its watch list In Apn1 after finding its dusted 
shrimp contained nitrofurans, an antibiotic that may cause cancer. "We've been exporting products to the U.S. for many 
years and we respect their standards ar>d we meet their standards." 


(TM & @ 2007 CBS Radio Inc. and its relevant subsidiaries. CBS RADIO & EYE Logo TM & © 2007 CBS Broadcasting Inc. 
Used under licertse. All Rights Resen/ed. This materia! may not be published, broadcast, rewritten, or redistributed. The 
Associated Press contributed to this report. In the interest ^ timeliness, this story is fed directly from the newswire and may 
contain occasional typographical errors. ) 
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Food Fights 

By JAMES M. RJCE 

AugHsf l.i. 2 iH>~ 

More and more people are worried about the safety of food coming 
from China, but what exactly does "safety" mean, anyway? It's no 
simple question, given that safety standards frequently vary from 
country to country, and for many reasons. Compounding the problem, 

"safety standards" aren’t always about safety. Standards can become a 
back door to protectionism. The phenomenon even has a name; 
technical trade barriers. 

Everyone plays tltis game. The European Union enforces safety regulations that lack support in 
international science; its standards on hormones prevent the import of U.S. beef, and rules on 
naturally occurring aflatoxin mold blocks all imports of com and nut products from Africa. China 
enforces a zero -tolerance rule on salmonella and the feed-additive ractopamine in meat and animal- 
feed imports, although tlie U.S. and EU allow trace amounts, without any accompanying health 
problems. The U.S. blocked importation of Chinese Ya pears for two years (in 2005 and 2006) based 
on an alleged fungus tliat no scientist outside the U.S. Department of Agriculture could ever identify. 

It doesn't need to be that way. Despite some safety or sanitary problems with Chinese exports, it's far 
better to settle these Issues through technical discussions on standards rather than through political 
sparring. Ideally, the end result will be that both countries have the same technical standaids for 
quality and food safety, which will mean products of the same high quality could be sold to 
consumers in both countries. 

The alternative is a climate in which no one can be sure whether import bans are related to genuine 
safety concerns or politics. My own company, Tyson Foods, and others recently saw some of our 
processing plants banned from importing into China due to the presence of traces of salmonella that 
wouldn't survive proper cooking, and would have been acceptable at most other borders. The move 
followed what was effectively a U.S. ban on imports of several seafood types that may have resulted 
either from political pressure or concern over trace amount of antibiotics. 

More than one year ago, there were some encouraging signs on this topic. The Joint Commission on 
Commerce and Trade agreed to discuss technical trade barriers. The JCCT is a forum for high-level 
dialogue on bilatei’al trade issues between the U.S, and China, and it's co-chaired by the U.S. 
Secretaiy of Commerce and China's Minister of Commerce. In their 2006 meeting, both countries 
agreed to start developing mutually accepted standards to avert disputes over safety regulations. The 
U.S. Department of Agriculture and China's Administration of Quality Supervdsion, Inspection and 
Quarantine (AQSIQ) even signed a memorandum of understanding on this principle. 

Then, silence. A dialogue on the issue never materialized. Until, that is, today. Even as the U.S. Food 
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and Drug Administi ation has effectively banned certain types of Chinese seafood and the Chinese 
have blocked certain meat imports from the U.S., the two sides are finally sitting down together to 
start discussing standards. Real negotiations about technical food safety and sanitary standards are 
happening this month in both Beijing and Washington, between the FDA, USDA and AQSIQ. Last 
week, China's State Food and Drug Administration agreed with the U.S. FDA to increase technical 
exchanges through seminars and training programs, a process that will certainly increase the technical 
and scientific skills of Chinese regulators. 

As these talks progress, China and the U.S. could turn to world health autliorities, who stand a better 
chance of operating above the fray of national politics. The World Organization for Animal Health 
(OlE) and the Codex Alimentarius, which literally means the food code, of the Food and Agriculture 
Organization of the United Nations, provide a base from which to start Both organizations have 
standards and guidelines that a member country can adopt, protecting the health of consumers and 
fair trade practices in our industry. 

There is certainly a role for national safety regulators, who can sometimes act more nimbly than a 
global institution to protect consumers from newly discovered safety threats. To name one example 
from the pharmaceuticals sphere, U.S. regulators never approved thalidomide for widespread use 
despite its acceptance elsewhere. But distinguishing between prudence and protectionism requires 
constant vigilance. 


Tyson Foods, Inc. and our industry peers have long sought a set of equal standards for trade of our 
products between China and the U.S. Only the recent food safety issues inside China and the U.S. 
have brought both governments back into a discussion. Agreements on scientific quality standards for 
food will facilitate the trade of food products between producers and consumers, and have the added 
advantage of bringing universally accepted food standards, and safe food, to all individual 
consumers, everywhere. 

Mr. Rice is Vice President and China country manager for Tyson Foods, Inc. 
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Eat Your Spiuach, Japan 


September 19, 2002 

Following the disputes over Japan's imposition last year of provisional safeguard measures on 
Welsh onions and two other farm products from China, trade frictions between the two countries 
is once again re-intensifying this year over residual pesticide found in frozen spinach imported 
from China. Japan has implemented restrictive measures on spinadi imports from China, to which 
Beijing responded with criticism calling the measures non-tariff barriers. 

The latest issue surfaced with the Jt^anese government's announcement in May 2002 to step up 
inspections of frozen spinach imports from China following the finding of residual agrochemicals 
exceeding the designated level from the product. On May 21, the Minfetry of Health, Labor and 
Welfare announced a policy tliat insp)ection should be carried out on each shipment of frozen 
spinach declared for import. With more cases of unaccept^ly high levels of residual 
agrochemicals unveiled, a series of processed foods containing Chinese fitizen spinach have been 
recalled and a number of retailers have been refraining from selling tiiein. On July 10, the Ministiy 
instnicted importers to refrain from importing the products and reinforce inspection. 

Consequently, the import of frozen spinach from China has been completely stopped since the 
mid-August. Furthermore, the impact of the reinforced inspections and sales restrmni is spreading 
beyond spinach, depressing Japan’s overall vegetable imports from China. 

The Chinese are demanding that Japan review its standards for acceptable levels of residual 
pesticides, insistijig tliat Chinese frozen spinach frequently foils to clear the standards because 
spinach is subjected to unreasonably strict standards than those applied to other vegetables. 

Indeed, the acceptable level of chloipyrifos in spinach is set at 0.01 ppm while komatsuna 
(Brassioa campeslris rapifera), a leafy vegetable similar to spinach, is subjected to a 2 ppm limit, 
200 times more than the level allowed for spinach. Considering the fact friat 99 percent of 
imported spinach originates in China, Beijing deserves certain sympathy for its account that Japan 
is trying to restrict imports from China in violation of the non-discrimination principle under the 
World Trade Organization. 

Meanwhile in Japan, the revised Food Sanitation Law was enacted on July 3 1, paving the way for 
imposing comprehensive restrictions on the imports and sales of food products produced in a 
certain country if products from the country are highly likely to violate the law. On August 14, a 
working-level negotiation on this issue was held in Beijing, in which the Japanese explained the 
possibility of applying the new measure to frozen spinach produced in China. The newly enacted 
law is directly linked to the protection of domestic growers as it enables the government to 
implement a comprehensive import ban on a specific foot product. Indeed, members of the ruling 
Liberal Democratic Party - parttcuiarly those belonging to Agriculture, Forestry and Fisheries 
Division - had been demanding the enactment of this iaw. The recent fiiss over Chinese frozen 
spinach gave them a perfect excuse for implementing import barriers on agricultural products. 

When the Japanese government invoked provisional safeguard measures last year, it provoked 
substantial opposition from chose viewing tlie move as a vote-gamering attempt by politicians 
supported by farmers. The latest serie.s of moves, however, have hardly met with critical voices as 
they have been impiemenied under the name of consumer protection. Protecting consumers is 
.surely necessary. But protecting farmers under the guise of consumer protection is no different 
from the invocation of proN'isional safeguard measures last year, and will further delay Japan’s 
structural reform and distort resource di.stribution in the Japanese economy. Not only the 
regulatory authorities but also the Japanese general public should recognize this. 

Related articles: 

" Can Japan be a Free T r ad er an d a P r otect ioni st at the Same Time ?" {China in Tnmsition column 
dated April 5, 2002) 

"I'uroin g Tr ade Fric tion be tween Japan and China into a Win-Win Ga me" (RIETI column dated 
May 29, 2001) 

Author, C.H. Kwan 
Senior Fellow 

Research Instimte of Economy, Trade and Industry (RIETI) 

EdItor-in-Chief, Ichiro Araki 
Director of Research 


Page 1 of 2 

BackiS 




httD://www.rieti.eo.iD/en/mivakodavori/048.h1ml?mode=Brint 


10/9/2007 




262 





0 

H— 

0 

C/D 


o o 



H- (fi 

0 0 

S < 

O o 

'ZZ' 

o to 

0 ^ 

o 

rr\ 


CD O 

m ■ 




Q> 




O 




C 

c 


o 

JO 

.2 

9- 

!c 

c 

o 

o 

> 

"cO 

o 

CO 

O 

13 

c/) 

L- 

13 

o 

tr 

E 

c 

•e 

o 

CL 

-O 

o 

E 

CO 

E 

o 

o 

0- 

LL 

O 

□ 

□ 

o 

□ 




263 


CD 

Oi 

5 D 

fmt 

u 




0 


■0 


0 

V 

■0 



■0 

0 

0 

■0 

0 

C 


0 

'0 

0 



c 

0 ) 

g 

C 


]> 

0 


_N 

0 ) 

"0 

c 


'0 

0 

be 

0 

■ 

■ 


C 
0 
■o 
>. 'o 

U) C 
O 


o 

c 

jC 

o 

0 

■0 

O 

O 


■o 

O 

0 

M- CD 

1 "2 
^ 0 

I S 

^ JZ 

S D) 


O 

0 

'0 

0 

C 

o 

c 

o 

0 

o 

0 

Q. 

X 

0 

O 


^ C = 

^ JD 
0 
Q. 


0 ‘D) 

E ® 


C 
0 

E o 

8 1 

i 

> 

■Q <-« 0) 

< DC c 


E 

0 

1 

0 

’^'5 

0 0 


CD 

C 

'0 

0 

E -D 

O O 
C O 


0 

E 

0 


c 

o 

o 

■D 

o 

o 


D) 

g 

t 3 


0 

0 

DC 




264 



a 

m 

a 

o 


u 

a 

o 

pH 



o 

"cC 

c 

o 

"cC 

c 

0 

c 

■D 

0 
-»— < 

0 

3 

CL 

O 

tr ^ 
o ^ 

Q. 0 
0 ^ 
9 ^ 0 

LJ_ Q 


■O 
0 
tr 
o 

Q. 

E 

0 

■O 
0 

E 

3 
O 0 


C 

o 


3 

■Q 

O 

i_ 

Q. 

■D 

O 

O 


C 

o 

o 

TD 

o 

o 


0 ^ 

O LO 

o O) 
^ 0 
□ O 


■D 

C 

13 

o 

&_ 

0 


■D 

O 

O 

M— 

H — 

o 

>> 

-I— » 

_0 

‘l_ 

0 

> 

"O 

c 

0 

0 

E 

13 

o ig 

D) > 






In 2006, each day we consumed: 


265 




266 



267 





268 



O 


g’.i 

S 

c I « 

0 E o 

1 ^ D 

f - Q.cn 
.E C CO 

- 5 _-D E 

8 ® 2 

CL-g - 

0^0 

^ Q. 
0^0 
0^ 0 ‘TS 


9 -O "D 
0 § 
o £ ° 
^ .Q g 

O =5 o 
O 0 



oc 


c -o 

? 8 
0 9*^ 
> t CO 
tt 0 .c 
> ■^ 

0 9 

^ CD 0 
O) 0 

1 

£ 8 S " 

0 C § 

0 .9 0 

■n 2 o 

O o ^ 

O "D 

*^0 0: 
0=0 

g 8 0 ) 

.c .-ti E 

c tr 

0 0 "O 

o .9- o 


CD ^ 

« I 

Tn « 
.9 c 

o ) 8 
o ^ 

V 0 

o ) 5 


VU (- 

!2 « 
O 0 


JD (/) 
_0 0 

0 3 

> -i 
0 ^ 




269 







270 



C 

0 


Q. 

^ o 

Co 

^ r“ 

D) £ 


42 E 

Q. O 

< □ 


2 CD 
LL -O 

.52 S 
w ^ 
>. c 


.52 c 
DC 


0 *- 
n ci> 

i 

v_ o 

0 o 

1 C 

o CC 
o 0 
0 "D 


.9-^ 


0 c 

^ s 

.N I 

1 i 

l> 

E o 

LU O 


a> o 
.9 o 


I >. 

W Q. 
0 _ 
O 0 
C X) 
0 O 

c O 
LU □ 


<v <2 

0 Q. 

X 

O LU 

o □ 







272 





Partnership in Food Safety 


274 




275 



I 

I 

j 


t+-4 

m 


\ ^ 

I o 

! O 
^ Ph 



c/) 

QJ 





c 

o 

C 

g 

'■♦— > 

0 


0 

0 

X 


'w 

N 


"cO 


w 

'c 


E 

c 

g 

E 

E 

0 

O) 

Si— 

C 

g 

‘c 

< 

^— < 
CO 

o 

o 



N 

O 

0 

0 

N 


'c 

CO 

O) 

(/) 

_g 

D 

-t— » 

D 

‘c 

0 

O) 

c 

g 

'■I—* 

O 

■4— > 

c 

O 

o 

0 

N 

s: 

0 

O) 

0 

'c 

CO 

0 

E 

< 

■a 

Vi/ 

■O 

0 

0 

O) 

X 

< 

X 

0 

c 

0 

■Q 


o 

;g 

o 

§ 

■Q 

O 

O 

O 

O 

U- 

o 

§ 

o 

§ 


^i'v- 

I'®' 






276 





277 




— C/3 
C/3 C 

"c ^ 

E 0 
0 »- 
.i= sz 
13 ±=: 
O' 0 
0 0 
SI 

o = 

Q. JD 

E 


278 




279 





280 




‘e 


CD 


Q. 

CO 

■c 

■O 

o 


CL 

CO 

E 

"O 

c 

« ■ 

CO 

o 

to 


■O 

c 

o 

o 

o 

o 


(U 

co”^ 

> 

0 

"cC 

to 

_o 

CO 


o) n 

(D 

CD 

_i 

o 


s 




281 



C 

<0.2 

.3 CV3 

cc .-5 
C c/3 
0 — ; 


03 "O 


0 g 0 

7-5 0 ^ 

E:-e ® 

O O - 

CO ^ 0 

"D ^ 

■O lo ^ 
C c 0 
0 0 0 
■— 0 


r- 

0 1 
0 ■^= 
0 0 


OJ c 
C c 

■4= F 

0 o 

c/3 O 





282 






283 




284 









286 


VO 

o 

o 

u 

a 


m 

(/3 

8 ^ 

Hi t-H 

^ M) 

« O 

^ ?«H 

5 o 

3 ‘tH 

^ ’n 

^ 2 

® y 

o a 

a S 




287 


NO 


u 

m 


0^ 


o 

§ « 

5 y 

C/D 


4> 

6 ^ 




288 






c 



0 


m 

o 





a 

0 



TD 

C 

0 

E 

0 

u 

III ,i 

>. 

0 

+- • 
0 
>^ 


> 

0 


tj 

D) 

TS 

0 

O 

C 

o 

O 

Cl 

0 

0 

PL 

0 

■+—> 

c 

- 4 — > 

•D 

O 

0 


6 JD 

C 

•o 

'o 

_c 

O) 

_c 

9 

^:^JD 

0 

C 3 ) 

0 

'sz 

0 

!d 

a 

C 

0 

0 


CO 

LU 

■ 


03 

O 

0 

T3 

O 

O 

c 

o 


U) 

c 

TD 

C 

0 

CL 

X 


.E 0 

■n 

^ 2 

0 

d 0 

(/) ^ 


0 


C 

0 

O .E 

2 -Q 
=3 3 
O Q. 

^ r- 

0 £ 

O) g c’ 

- ^ i 

0 ) 0 

-Q .9 

0 
o 
c 
0 

0 


0 

o 

Cl 

0 
> 
V- » 
0 

0 


C 

C3 


LU CQ o 



289 






290 



^ Q. 

o 2 

u. Q 

c 

o ^ 
3 3 

CO 

C 

o 

O E 


0 

ID 

cd 


Z3 

0 

c 

o 

O 


□ □ 





292 





293 


1 


5 

! 




tf) 



V) 

a 

'M 

U 

u 

o 


^ CC 

? O 

c — 

■5 5^ 


LL 

LJJ 

0 


< 

CD 

O 

LL 




294 


03 

O 

O 

■a 

o 

o 


c 

g 

+-• 

03 




(f) 

’O) 

0 


>» 

-I—' 

'co 

C/D 

■a 

o 

o 

u. 

■ 







DIMINISHED CAPACITY: CAN THE FDA AS- 
SURE THE SAFETY AND SECURITY OF THE 
NATION’S FOOD SUPPLY?— PART IV 

DECEPTION IN LABELING 


TUESDAY, NOVEMBER 13, 2007 

House of Representatives, 

Subcommittee on Oversight and Investigations, 

Committee on Energy and Commerce, 

Washington, DC. 

The subcommittee met, pursuant to call, at 11:07 a.m., in room 
2123, Rayburn House Office Building, Hon. Bart Stupak (chair- 
man) presiding. 

Present: Representatives Schakowsky, Dingell, Whitfield, Bur- 
gess, and Blackburn. 

Staff present: David Nelson, Kevin Barstow, Richard Wilfong, 
John Sopko, Scott Schloegel, Kyle Chapman, Alan Slobodin, Peter 
Spencer, Krista Carpenter. 

OPENING STATEMENT OF HON. BART STUPAK, A REPRESENT- 
ATIVE IN CONGRESS FROM THE STATE OF MICHIGAN 

Mr. Stupak. This meeting will come to order. 

Today we have a hearing on “Diminished Capacity: Can the FDA 
Assure the Safety and Security of our Nation’s Food Supply? — Part 
IV — Deception in Labeling.” Each Member will be recognized for an 
opening statement. I will begin. 

This is the fourth in a series of hearings this subcommittee has 
held on FDA’s ability to assure the safety of our Nation’s food sup- 
ply. Future hearings in this series are expected to include a review 
of the President’s newly announced plan to stiffen the inspection of 
food imports. Our hearing today, however, will focus on the treat- 
ment of the packaging of meat and fish in carbon monoxide. 

This recent innovation adopted by some members of the food 
processing industry is highly deceptive. Carbon monoxide artifi- 
cially preserves the color of meat, making it appear fresh even 
after it has spoiled. For that reason, consumers cannot rely on the 
age-old method of looking at the appearance of meat and fish to 
gauge its freshness when it has been treated with carbon mon- 
oxide. Unfortunately, most consumers are unaware of this fact. 

Frankly, I was astonished to learn that carbon monoxide treat- 
ment provides no consumer benefit at all. Carbon monoxide does 
nothing to preserve the freshness of meat and fish; carbon mon- 
oxide does nothing to prolong the food’s shelf life; and carbon mon- 
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oxide does not make food safer; carbon monoxide does none of these 
things. 

To put it bluntly, the sole purpose of carbon monoxide packaging 
is to fool consumers into believing that the meat and fish they buy 
is fresh no matter how old it is and no matter how decayed it 
might be. That’s because the carbon monoxide keeps the meat look- 
ing bright red. It even makes fish look better after treatment. 

Over the past few years, some of the largest food processors in 
the United States have decided to treat their meat with carbon 
monoxide, both Cargill and Hormel, which our tests find today 
treat large quantities of meat with carbon monoxide to artificially 
preserve its color indefinitely. Both companies will say this is not 
only a safe product, but a safer product because no butcher has 
touched it. That argument might have some weight if E. coli were 
not still appearing in carbon monoxide-packaged meat in Cargill 
and in other meat processing plants. 

Over the past year, there have been more than 40 meat recalls. 
Since October, Cargill has had two major recalls, one involving ap- 
proximately 800,000 pounds of frozen ground beef, and, most re- 
cently, more than 1 million pounds of fresh ground beef It should 
be pointed out that approximately 11 percent of Cargill’s fresh 
ground beef recall comprising 119,000 pounds had been treated and 
packaged with carbon monoxide. That recalled meat still looked 
fresh, red and wholesome, but it contained the deadly E. coli bac- 
teria. 

Carbon monoxide treatment also disguises rotten fish, something 
the FDA has known about since at least the mid-1990s. Neverthe- 
less, that didn’t stop the FDA from allowing fish importers to treat 
fish with so-called “tasteless smoke,” whose only active ingredient 
is carbon monoxide. Originally, the carbon monoxide was derived 
from smoke, but today most fish packers are using carbon mon- 
oxide from canisters rather than from the smoking process. This 
begs the question of whether an FDA-approved label referring to 
carbon monoxide as “tasteless smoke” isn’t further deceiving con- 
sumers. The U.S. market has been flooded with fish whose color is 
preserved or even enhanced by carbon monoxide. 

The committee learned from staff visits to several U.S. ports and 
FDA labs that a high percentage of this carbon monoxide fish is re- 
fused entry into the United States because it is decomposing or it 
contains dangerous levels of histamine. The rejection rate of carbon 
monoxide fish at the Port of San Francisco, for example, is between 
20 and 30 percent. Today we will be hearing from the president of 
one of the major importers of carbon monoxide-treated fish. 

Despite the deceptive nature of the carbon monoxide treatment 
and the potential health threat, the FDA and USDA have turned 
a blind eye to this practice. The FDA, for example, has simply ig- 
nored Federal law which requires a formal rulemaking with public 
input and comment for the use of food additives or coloring. In- 
stead, the agency has granted its permission to use carbon mon- 
oxide through an odd process in which the FDA announces it has 
no questions about carbon monoxide’s use. I’m looking forward to 
exploring this matter further with both the FDA and USDA wit- 
nesses today, for I and the American people have a number of 
questions that need to be answered. 
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Lastly, I would note that soon after we opened this investigation, 
there were recent letters to a number of prominent food processors 
and retailers requesting information and records on the blasting of 
meat and seafood with carbon monoxide. In response, Tyson’s Food, 
Safeway, Giant Food, and Stop & Shop all agreed to stop selling 
carbon monoxide-treated meat. In addition. Target decided to label 
all individual meat packages to inform the consumer the meat they 
are selling is treated with carbon monoxide, and to further caution 
the consumer that neither the color nor the “use by” or “freeze by" 
date can be relied upon as an indicator of freshness. 

Perhaps we can make additional progress today. If meat and sea- 
food companies want to blast their products with carbon monoxide 
to artificially enhance the color, the least they should do is label 
the products and warn consumers not to rely on the color, texture 
and apparent wholesomeness of their products. 

My time is up. I will next turn to the ranking member of the sub- 
committee, Mr. Whitfield from Kentucky, for an opening statement, 
please. 

OPENING STATEMENT OF HON. ED WHITFIELD, A REPRESENT- 
ATIVE IN CONGRESS FROM THE COMMONWEALTH OF KEN- 
TUCKY 

Mr. Whitfield. Chairman Stupak, thank you very much. 

We certainly welcome all of the witnesses today for this impor- 
tant hearing. Today’s hearing focuses on using modified atmos- 
pheric packaging, which uses a mixture of gases, including small 
amounts of carbon monoxide, nitrogen, oxygen, et cetera, to main- 
tain fresh color and to enhance the shelf life of meat products. I 
might add that this same technology, in addition to being used in 
meat, has been used in the packaging of many other products for 
some time like potato chips, lunch meats, bagged salads, and other 
products. 

Now, the FDA has reviewed the use of modified atmospheric 
packaging a number of times since the late 1990s, and on every oc- 
casion it has agreed that it can be classified as a safe way to pack- 
age food. In addition, the Food Safety and Inspection Service re- 
viewed scientific data on MAP and decided not to require labeling 
for atmospheric gases. 

Mike Doyle, who is the director of food safety at the University 
of Georgia, in a study said that the benefits of carbon monoxide, 
MAP technology, far outweigh arguments against the technique. 
Scientists at the University of Georgia, for example, contaminated 
meat samples with E. coli and packaged them using MAP. A con- 
trolled sample was also packed in traditional packaging tainted 
with E. coli, and when left at an environment of 50 degrees Fahr- 
enheit, the meat packaged without MAP technology had 12 times 
as many E. coli cells. So you can make the argument that this 
packaging using carbon monoxide provides a safer product. 

Another study conducted by Texas Tech University found that 
the use of carbon monoxide in packaging dramatically decreased 
the growth of pathenogenics, bacteria, on meat. Of the estimated 
100 million packages of carbon monoxide meat that has been sold 
and consumed in the United States, it’s almost negligible of any 
problems with it. 
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I know that Chairman Stupak and Chairman Dingell have been 
focused on this issue for some time and have introduced legislation, 
and I might say that their legislation, from my understanding, does 
not ban the use of this technology, but requires a more prominent 
labeling of its use to provide better notice for consumers. 

The use of this technology became an issue in the United States 
when a company called Calsak began an effort to ban the use of 
this modified technology. Calsak sells a rosemary extract that meat 
processors use in traditional packaging that maintains the red 
coloring of meat; in other words, they have a competing technology 
with the MAP technology. So is this issue about technology, or is 
this about safety? 

Now, we know that Japan, Singapore and Canada have banned 
the use of MAP packaging for tuna, and we know that the Euro- 
pean Union has banned it for the packaging of meat and tuna. In- 
terestingly enough, in Norway they used it for a period of 17 years 
with no ill effects, and I might also point out that the European 
Union Scientific Committee that looked at this technology con- 
cluded that there is no health concern associated with the use of 
0.3 to 0.5 percent CO and a gas mixture with CO^ and N2 as a 
modified atmosphere of packaging gas for fresh meat provided that 
the temperature during storage and transport does not exceed a 
certain temperature. So even the EU Scientific Committee has said 
that this is not a safety issue. 

I look forward to the testimony today because all of us are com- 
mitted to the maximum safety for the consumers in America. I 
might say, though, that on the second panel of witnesses, unfortu- 
nately, our staff did not have an opportunity to interview them, 
and normally we do have that opportunity. 

I would also point out that while a certain percent of seafood 
coming in through San Francisco — I guess 20 to 30 percent of the 
imported seafood — treated with carbon monoxide was decomposed, 
it would be helpful to know what percent coming in without carbon 
monoxide also had the same problem. 

I know that Chairman Stupak and Chairman Dingell issued a 
letter to all of the health departments in 50 States in the U.S. 
about a year ago, and it’s my understanding that the health de- 
partments have replied, but we have not been given access to those 
studies. So I’m assuming that the replies do not indicate any safety 
issue from those 50 States. 

As I said, we look forward to this testimony on this important 
consumer safety issue, and I see my time has expired. 

Mr. Stupak. The Chair recognizes Mr. Dingell, the chairman of 
the full Committee on Energy and Commerce, for any opening 
statement, please. 

OPENING STATEMENT OF HON. JOHN D. DINGELL, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF MICHI- 
GAN 

Mr. Dingell. Mr. Chairman, thank you, and thank you for hold- 
ing this important hearing and also for the excellent series of safe- 
ty investigations that you have conducted this year. Each of these 
hearings has not only helped the committee to develop legislation. 
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but it has also increased Americans’ awareness of the risks they 
face every day in their kitchens or neighborhood restaurants. 

Today we turn to the approval of carbon monoxide to disguise the 
true colors of fish and meat, and to the refusal to disclose to the 
American consumer the use of this process. This is not to say that 
sometimes meat and fish treated with carbon monoxide are not 
perfectly fine when they reach the grocery stores or even the res- 
taurant kitchens, but it concerns us greatly that the treatment 
with this gas enhances colors, particularly reds, to the point where 
spoiled meats or fish look fresh as the day they were packaged. 

The regulatory agencies responsible for protecting the public 
health, the Food and Drug Administration — the FDA — and the U.S. 
Department of Agriculture — have permitted this potentially decep- 
tive practice in the United States even though Canada, Europe and 
Japan all ban it. In doing so, the FDA and USDA have also refused 
to require the companies to label their products as treated with 
carbon monoxide, something that every consumer should know be- 
fore a purchase. 

One of the key factors for consumers in selecting meat or fish is 
its color, followed by its smell. We have a nice example of meat 
down on the hearing table. Some of the meat is a year old. I sus- 
pect that it is spoiled, although you can’t tell so by the color. You 
probably can’t tell by the smell since the packaging is totally 
sealed, although I suspect that, if the packaging were open, we 
might find that the contents are not as nice as they look. 

Finally, you can’t tell by the labeling because the companies have 
apparently convinced the regulators that consumers might be con- 
fused or frightened if they knew they were eating foods which were 
treated with carbon monoxide. They also might know that the food 
is packaged in a way which conceals the smell while the color looks 
good. 

One of our USDA witnesses says that the packaging, if it is not 
bulging, is fine. Committee staff have actually been told by a 
Hormel scientist that the worst thing that can happen even if a 
food product is spoiled is that the consumer might have a “unpleas- 
ant dining experience.” They argue that the spoiled meat won’t 
hurt us. The bacteria that cause the meat to spoil are not patho- 
gens. 

Let’s test these arguments. I think they are false. 

We all know that Cargill, in particular, should know that meat 
packed in CO can also contain pathogens that can kill or harm us. 
Last week Cargill recalled more than 1 million pounds of ground 
beef suspected of containing the dangerous E. coli germ. Of that 
amount, some 119,000 pounds were treated with carbon monoxide 
and, therefore, would look as fresh and as pleasant as the day they 
were butchered until some unsuspecting customer purchased it. 

Mr. Chairman, I urge you to get to the bottom of how and why 
these decisions were made by FDA and USDA. I also urge you to 
lead us to find why the companies still refuse to let the American 
people know that their meat or fish is being treated with carbon 
monoxide. 

I commend you for your leadership, Mr. Chairman, in this matter 
and that you are helping us to understand that here we have a 
problem which may need a legislative fix or which will require, per- 
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haps, an unpleasant experience by the FDA before this subcommit- 
tee, which is so ably chaired by you. 

Mr. Chairman, again, thank you for holding this hearing. It is 
important, and it is important to the safety of the Nation’s food 
supply. I look forward to the testimony of the witnesses today and 
particularly the response to our questions from both the FDA and 
USDA. 

Mr. Chairman, this committee has a proud record of working to 
protect the consumers, and I am sure, under your leadership, we 
will continue to fight for a strong food safety system in this coun- 
try. Today I hope we will move one step closer to making this ne- 
cessity a reality. 

Thank you, Mr. Chairman. I yield back the balance of my time. 

Mr. Stupak. I thank the gentleman. 

Mrs. Blackburn for an opening statement, please. 

OPENING STATEMENT OF HON. MARSHA BLACKBURN, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF TEN- 
NESSEE 

Mrs. Blackburn. Thank you, Mr. Chairman. 

I thank you for the hearing that today we are going to use to ex- 
amine the issue of carbon monoxide technology used in meat pack- 
aging, which provides protection against food-borne bacteria and 
the extended shelf life for fresh meat products. Unfortunately, this 
technology is being called into question over supposed safety con- 
cerns of the packaging format. 

Modified atmospheric packaging has been used for over 75 years, 
Mr. Chairman, to prolong shelf life and to maintain color freshness. 
Despite situational arguments to the contrary, no conclusive evi- 
dence has been presented that links this packaging and this proc- 
ess to increased food-borne illness and/or death. The decomposition 
of meat products, spoilage alone, does not correlate to food-borne 
illness such as E. coli, and if anyone has ever had a food science 
class, in fact, they will know that contamination and spoilage are 
two very distinct issues. They are different issues. According to the 
University of Minnesota’s Center for Infectious Disease Research 
and Policy, and I’m quoting from them, “There is a major public 
health difference between food contaminated with pathogens not 
detectable to human senses and that of spoiled food characterized 
by changes in food color, taste and texture in such ways as to make 
consumption unacceptable,” end quote. 

No packaging format creates E. coli or other food-borne bacteria. 
Instead, packaging is a marketing tool used to manage consumer 
expectations. If regulation eliminates the use of carbon monoxide 
packaging, the result will be increased meat handling, leaks and a 
lack of tamper-resistant packaging, which means there will be 
more human interaction with the product from the time it is pack- 
aged until it moves to its final destination with the consumer. The 
result would likely lower the quality of meat provided to consumers 
and would increase the potential for bacteria. This is clearly a step 
in the wrong direction. 

Mr. Chairman, let’s give consumers some credit. People eat with 
their eyes. If they don’t trust their eyes, they surely know that they 
can trust their noses when confronted with rancid meat. In addi- 
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tion to smell, other obvious signs of spoilage exist. Consumer stud- 
ies have shown that people rely on the “sell by” date, the smell and 
the color when determining if meat is fit for consumption. 

Those advancing the argument that this carbon monoxide is bad 
science for meat are misleading the public. There is no need for the 
Federal Government to implement overzealous regulation that will 
likely take a step backward and away from safe and efficient meat 
packaging. Such regulation might open the door for the increased 
opportunity for further contamination. How many experts have to 
say that the use of carbon monoxide in meat packaging is not a 
food safety issue before we believe them? This hearing has nothing 
to do with food-borne illness. Not one case of human illness has 
been reported due to the consumption of spoiled food, so the case 
for public health risk cannot be made. 

I hope that we are not participating in a kangaroo court due to 
certain economic interests and an intra-industry fight. I hope that 
we will continue to put our focus on food safety issues that have 
come before us that need our attention, and that we will not par- 
ticipate in a fight under the guise of food and consumer safety. 

Thank you, Mr. Chairman, for the hearing, and I yield back my 
time. 

Mr. Stupak. Ms. Schakowsky for an opening statement, please, 
for 5 minutes. 

OPENING STATEMENT OF HON. JAN SCHAKOWSKY, A REP- 
RESENTATIVE IN CONGRESS FROM THE STATE OF ILLINOIS 

Ms. Schakowsky. Thank you, Mr. Chairman. I appreciate your 
holding this hearing today on deceptive labeling in meat packaging. 

As someone who began my career in consumer advocacy by lead- 
ing a housewives’ campaign in 1969 to put freshness dates on food 
products sold in the supermarkets, this issue is one I care deeply 
about. It was a package labeled as skirt steak, I think, of a ques- 
tionable color that led me to ask the butcher at that time in my 
local supermarket how old the meat was, and I was shocked by his 
response. He said, “Look, lady, it’s fresh, and if you don’t like it, 
you can shop somewhere else.” That really launched my campaign 
with a number of my women friends to seek dates on food, expira- 
tion dates. 

Consumers expect and deserve as much information as possible 
about the food they consume even when it comes to questionable 
packaging practices such as using carbon monoxide to keep meats 
looking fresh. Some may argue that because carbon monoxide is 
only used in the packaging, it is not a direct ingredient or a compo- 
nent of the food product, and that, therefore, it doesn’t need to be 
labeled, but when carbon monoxide has the same impact on meat 
products as red dye or other color additives, this is important infor- 
mation that consumers want to have. 

It’s no surprise, then, that, according to a recent Consumer Fed- 
eration of America poll, 78 percent of consumers said that the 
unlabeled use of carbon monoxide in meat packaging is deceptive, 
and 68 percent of consumers said they would support a law requir- 
ing the mandatory labeling of carbon monoxide. 

The city of Chicago, part of which I have the honor of represent- 
ing, held hearings on this issue in 2006. At that time I joined with 
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several of my colleagues in sending a letter to the Illinois Depart- 
ment of Public Health, asking that the agency prohibit the sale of 
meat and fish products treated with carbon monoxide in Illinois. 

Businesses are taking notice. Already several major retail stores, 
such as Safeway and Giant, have announced they will stop selling 
the product, and Tyson’s recently phased out the system in their 
packaging. 

Make no mistake. The practice of treating meat and fish with 
carbon monoxide gives the product virtually an indefinite red color 
regardless of the temperature or the storage conditions. Given the 
fact that the EU, Canada and Japan have all banned the practice 
due to its misleading nature, I look forward to hearing an expla- 
nation from the USD A and from the FDA as to their rationale for 
approving this practice without at least a labeling requirement. 

I am also looking forward to hearing from Nancy Donley, a good 
friend of mine, who started Safe Tables Our Priority, or S.T.O.P., 
a Chicago-based organization with a long track record of fighting 
food-borne illness and raising consumer awareness of important 
food safety issues that she started after a tragedy affecting her son. 

Finally, I want to make sure we think about how this packaging 
process impacts the elderly and the disabled who may have im- 
paired vision, reduced senses of smell and weakened immune sys- 
tems. Freshness dates can be difficult to read, and changes in odor 
brought on by spoilage may not be apparent in the early stages. 
The bright red color of a meat product may be a key element in 
their purchasing decision, and I worry about their being misled or, 
even worse, their purchasing a product that will make them ill. 

Mr. Chairman, on the subject of deceptive food labeling, I also 
look forward to the committee’s looking into deceptive practices in 
labeling chicken infused with salt water as all natural. This prac- 
tice makes the chicken heavier, and it raises the sodium content 
substantially, and it has led to consumers spending an additional 
$2 billion annually on chicken infused with salt water. 

I thank you, Mr. Chairman. With that, I yield back. 

Mr. Stupak. Thank you. 

Mr. Burgess for an opening statement, please. 

OPENING STATEMENT OF HON. MICHAEL C. BURGESS, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS 

Mr. Burgess. Thank you, Mr. Chairman. As always, I appreciate 
your holding this series of hearings on the Food and Drug Adminis- 
tration’s ability to assure the safety and security of the Nation’s 
food supply. 

Throughout the hearings I feel that we have been able to shed 
some light on some real problems affecting our food supply here in 
this country. I also think we’ve been able to identify, perhaps, some 
real solutions. 

It has become apparent that our Federal agencies that are 
tasked with helping keep Americans safe from harmful foods and 
harmful products are using 19th or 20th century tools when deal- 
ing with a 21st century problem. However, the Food and Drug Ad- 
ministration does not shoulder all of the blame in this situation. 

Somehow Congress failed to intuit and to recognize the rapid 
change that was going to be incurred by globalization, by living in 
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a global village. There are multiple points to which we can affix re- 
sponsibility, but it would be sheer fantasy to believe that Congress 
does not own its own share of the responsibility. Although the 
change that we can attribute to globalization did not happen quick- 
ly, it did not happen overnight. It is now up to Congress to absolve 
itself for not maintaining situational awareness. I believe that Con- 
gress does need to step up and give the Food and Drug Administra- 
tion the resources and authorities they need to keep Americans 
safe. This series of hearings on the Food and Drug Administration’s 
ability to assure the safety and security of the Nation’s food supply 
will help us do just that. 

For instance, during a hearing this summer, we learned that the 
Food and Drug Administration lacks the ability and the explicit au- 
thority to immediately stop dangerous food and products from com- 
ing into this country. For that reason I introduced H.R. 3967, the 
Imported Food Safety Improvement Act of 2007, to stop countries 
from sending harmful food and products into the United States. 
H.R. 3967 will allow us to finally take control of the food that is 
being sent to America. It will also send a strong message to coun- 
tries that in the past have allowed harmful products entry into our 
stream of commerce. 

So, when it comes to food safety, I feel just as strongly as many 
of us profess to feel about terrorism on a broader scale. We need 
to say to other countries, “You’re either with us or against us. Solve 
the problem on your end, or we’ll take measures to solve the prob- 
lem on ours.” 

A review of the hearing timeline clearly shows that this legisla- 
tion came about through a series of important hearings. I continue 
to believe in the mission we are trying to accomplish today; how- 
ever, while I realize that today we are only focusing on one single 
form of food technology, that is the use of low oxygen in meat pack- 
ing, I do wish we would have observed adherence to the original 
plan of holding a hearing that focused on a variety of technologies 
aiming at keeping our food safe. Considering the enormity of the 
problems we are facing in food safety, I have found the scope of to- 
day’s hearing to be very narrow in its focus. In fact, it’s so narrow 
that it limits the utility of what we should be about. 

Today’s hearing involves a controversy about the use of carbon 
monoxide in modified atmospheric packaging in meat. Fair enough. 
Industry is responding to demands and is moving much faster than 
Congress can in this regard, and the controversy is rapidly being 
addressed by the efforts in the marketplace and, to some degree, 
in response to letters from the majority. 

I do appreciate the efforts of the majority’s detailing this to the 
principal players of the industry. I would be very interested to 
know if the changes being contemplated in the industry are as a 
result of rigorous scientific investigation. I hope they are not mere- 
ly a capitulation to the demands of the majority and of their staff. 
The majority can be commended for making this a disappearing 
oversight problem if what they did were to shine a bright light on 
a real problem; but, again, I do wonder, Mr. Chairman, if we have 
this response as a result of rigorous scientific investigation and 
sound science. 
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Mr. Chairman, very briefly, we have heard from the majority 
staff about a trip they took to China. I took a trip to China in 1993 
with the Association of Aerospace Physicians. Let me tell you, I 
gained a new appreciation for modern American packaging and cel- 
lophane during that trip. One afternoon I took a side trip and 
walked through what was the equivalent of the Beijing Safeway. It 
was there I learned that modern American innovation was, indeed, 
a wonderful thing. In China, they had meat out in the open. Well, 
let’s be honest. They had live snakes in bins, and you don’t nor- 
mally see those in a Safeway even here in DC, but they had meat 
out in the open with no covering, rendering it pretty unappetizing 
because of the smell, the sight of flies and the overall color. So 
flies, discoloration and olfactory assaults were such to make even 
the most ravenous of appetites vanish. 

Mr. Chairman, if you are correct about the use of low oxygen 
being deceptive, then you are to be commended for making this a 
disappearing oversight problem; however, I would also like to com- 
mend Hormel for trying to make their product better by finding a 
way to address the issue of long-term color change through new 
interventions. In Mr. Ettinger’s testimony, he mentions that his 
company has filed a patent on this new technology, so I look for- 
ward to hearing more about the technology and how it may remove 
some of the concerns that the use of the carbon monoxide may be 
deceptive. 

I also look forward to the discussion with the Food and Drug Ad- 
ministration regarding the “generally recognized as safe” deter- 
mination. I recognize that the majority leadership of this sub- 
committee is concerned that this process does not include a review 
or a comment period. I would just briefly point out that it was not 
during this administration, but during the previous administration 
that this decision was made. Apparently the Clinton administration 
did not have a problem that there was no review or comment pe- 
riod allowed. 

Again, Mr. Chairman, thank you for holding the hearing. I hope 
we will be able to hold hearings on a broader array of topics within 
the entire context of food safety. 

I yield back the balance of my time. 

Mr. Stupak. That concludes the opening statements by members 
of the subcommittee. 

Our first panel is before us. On our first panel, we have Mr. Dan- 
iel Engeljohn. He is the Deputy Assistant Administrator of the Of- 
fice of Policy, Program and Employee Development, Food Safety 
and Inspection Service, the U.S. Department of Agriculture. He is 
accompanied by Dr. Robert Post, the Deputy Director of the 
USDA’s Center for Nutrition Policy and Promotion. 

We have Dr. David Acheson, the Assistant Commissioner for 
Food Protection at the FDA. He is accompanied by Mr. Lane 
Highbarger, the Consumer Safety Officer for the FDA’s Division of 
Biotechnology and GRAS Notice Review in the Center for Food Ad- 
ditive Safety and Applied Nutrition; Mr. Philip Spiller, the Senior 
Advisor for Special Projects in the FDA’s Center for Food Safety 
and Applied Nutrition; Mr. Donald Kraemer, the Deputy Director 
of the Office of Food Safety at the FDA’s Center for Food Safety 
and Applied Nutrition. 
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Dr. Tarantino with the Office of Food Additive Safety, the Center 
for Food Safety and Applied Nutrition, Food and Drug Administra- 
tion. So, Dr. Tarantino, thank you for being here. 

It’s the policy of this subcommittee to take all testimony under 
oath. Please be advised that witnesses have the right under the 
rules of the House to be advised by counsel during their testimony. 

Do any of you wish to be advised by counsel? 

Everyone is shaking their heads “no,” so I’ll take that as a “no.” 
Therefore, I’m going to ask you to rise and to raise your right 
hands to take the oath. 

[Witnesses sworn.] 

Mr. Stupak. Let the record reflect the witnesses replied in the 
affirmative. 

You are now under oath. 

We will now hear a 5-minute opening statement from our first 
panel. You may submit a longer statement for its inclusion in the 
hearing record. 

Dr. Engeljohn, if you’d like to start, please. 

TESTIMONY OF DANIEL ENGELJOHN, DEPUTY ASSISTANT AD- 
MINISTRATOR, OFFICE OF POLICY, PROGRAM AND EM- 
PLOYEE DEVELOPMENT, FOOD SAFETY AND INSPECTION 

SERVICE, U.S. DEPARTMENT OF AGRICULTURE, ACCOM- 
PANIED BY ROBERT POST, DEPUTY DIRECTOR, CENTER FOR 

NUTRITION POLICY AND PROMOTION, U.S. DEPARTMENT OF 

AGRICULTURE; 

Mr. Engeljohn. Mr. Chairman and members of the committee, 
thank you for inviting me to appear before you today to discuss car- 
bon monoxide in meat packaging. 

I am Dr. Daniel Engeljohn of the USDA’s Eood Safety and In- 
spection Service. I am a senior executive with the Department, de- 
veloping food safety policy, where I have been for the last 29 years. 
My educational background is in animal science, food science and 
allied health science. I hold a Ph.D. in human nutrition with an 
emphasis on experimental research methods, and my work experi- 
ence at the USDA has centered on risk management policies associ- 
ated with the safety of meat, poultry and processed eggs. I cur- 
rently serve on the National Advisory Committee on Micro- 
biological Criteria for Foods, whereby the committee provides guid- 
ance to the USDA and to the Food and Drug Administration on 
food safety issues. 

The development in new technologies is largely initiated by in- 
dustry itself as it responds to consumer demands. In 2000, FSIS 
and the FDA entered into a Memorandum of Understanding, allow- 
ing the simultaneous review of new technologies to increase the 
speed with which useful new technologies could be used. The FDA 
determines the safety of a food ingredient and its safe levels of use 
while, simultaneously, FSIS evaluates whether the ingredient has 
its intended technical effect. Allowing these evaluations to occur at 
the same time effectively decreases the time any food ingredient 
spends in review. 

Under the Federal Meat Inspection Act, FSIS is responsible for 
determining the efficacy and suitability for food safety ingredients 
and additives in meat products as well as for prescribing safe con- 
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ditions for use. “Suitability” refers to the effectiveness of the ingre- 
dient or additive in performing the intended purpose of use, and it 
refers to the assurance that the conditions of use will not result in 
an adulterated product or one that would mislead the consumer. 

One form of technology used by the meat industry that has re- 
ceived a great deal of attention in recent months is carbon mon- 
oxide in packaging. Carbon monoxide is used to stabilize the color 
pigment of meat when it is red and, therefore, most appealing to 
consumers. The use of carbon monoxide in packaging does not im- 
part a color to the meat; it simply maintains its naturally occurring 
color. Carbon monoxide does not become a part of the product and 
dissipates as soon as the package is opened. This is unlike other 
ingredients used to stabilize the red color of meat, such as citric 
acid, sodium ascorbate and rosemary extract, all of which actually 
do become a part of the product and may have a lasting effect on 
product color even after packaging is removed. 

In 2002, carbon monoxide, for use as a component of modified at- 
mospheric packaging, was accepted by the FDA as being generally 
recognized as safe, or GRAS. In accordance with our Memorandum 
of Understanding with the FDA, the USDA in 2004 reviewed the 
GRAS notice submitted by Precept Foods and wrote two letters to 
the FDA dated April 28 and June 2, 2004, in response. It is com- 
mon for FSIS to find data in original GRAS notices to be insuffi- 
cient for a suitability determination and for us to notify the FDA 
that we consider the petition to be incomplete. The petitioners then 
provide additional data, which may result in our accepting the suit- 
ability of an ingredient or the acceptance with or without specific 
use conditions. 

On April 28, 2004, we sent the FDA a letter that reflected the 
preliminary FSIS decision based on the data we were submitted 
with the original GRAS notice from Precept Foods, the petitioner. 
As a result of the April 28 letter, the petitioner submitted addi- 
tional data to address our concerns that the application of carbon 
monoxide may be misleading to consumers if used as described in 
the initial GRAS notice. 

The June 2, 2004, letter describes that our earlier concerns have 
been addressed by Precept Foods. Precept provided data evaluating 
shelf life, the microbiological outgrowth and the color of meat prod- 
ucts treated and packaged using various methods, including that 
proposed in the original GRAS notice. These data are generally de- 
scribed in the third paragraph of the June 2 letter. 

As stated in the June response. Precept provided additional in- 
formation to FSIS, addressing specific suitability concerns raised in 
the April 28 letter. Based on the spoilage information and use con- 
ditions provided by Precept, FSIS reversed its decision and deter- 
mined that the use of carbon monoxide is suitable in modified at- 
mospheric packaging, but only when a “use by” or a “freeze by” 
date is applied. “Use by” or “freeze by” dates are required on all 
systems in which carbon monoxide is in direct contact with meat. 

FSIS will continue to make its labeling decisions and its suit- 
ability reviews on the basis of the FDA’s safety conclusions. Based 
on the data presented at the time of the letters, FSIS stands by its 
2004 decision on suitability for the use of carbon monoxide in meat 
packaging; however, as always, FSIS would reassess the situation 
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if new data become available. FSIS has also asked our sister agen- 
cy at the USDA, the Agricultural Research Service, to conduct re- 
search related to packaging systems. 

Thank you for the opportunity to testify before you today. I look 
forward to addressing questions you might have. 

[The prepared statement of Mr. Engeljohn follows:] 

Testimony of Daniel Engeljohn 

Mr. Chairman and members of the committee, thank you for inviting me to ap- 
pear before you today to discuss carbon monoxide (CO) in meat packaging. I am Dr. 
Dan Engeljohn of USDA’s Food Safety and Inspection Service (FSIS). 

FSIS is the USDA public health regulatory agency responsible for the administra- 
tion of laws and regulations that are designed to ensure that the Nation’s commer- 
cial supply of meat, poultry, and egg products is safe, wholesome, and properly la- 
beled, regardless of whether those products are sold in the United States or im- 
ported to, or exported from, the United States. FSIS is also responsible for deter- 
mining that foreign meat and poultry plants operate under an inspection system 
equivalent to the United States before they can export to the United States. 

Reviewing Technology in the Meat Industry 

The development of new technologies is largely initiated by industry itself, as it 
responds to consumer demands. There are two different types of technologies that 
are subject to review: processing technologies and ingredient technologies. Process- 
ing technolomes are those technologies developed to aid in the production of meat, 
poultry, and egg products. Examples of processing technologies include carcass 
washes, the steam vacuum, and steam pasteurization. 

Ingredient technologies are those technologies that involve the addition of an in- 
gredient, generally as defined by FDA, to a product or the use of packaging to en- 
sure safety or increase shelf life. Examples of this kind of technology include carbon 
monoxide packaging and irradiation. 

Prior to 2000, the review process for new ingredients was lengthy and cum- 
bersome. FDA was responsible for the initial safety review. This was then followed 
by a review by FSIS to determine the acceptability or suitability of the technology; 
that is, to determine whether the ingredient served the purpose for which it was 
intended. In 2000, FSIS and FDA entered into a Memorandum of Understanding 
allowing simultaneous review of new technologies to increase the speed with which 
useful new food ingredients could be used. 

FDA determines the safety of a food ingredient and its safe levels of use, while 
simultaneously FSIS evaluates whether the ingredient has its intended technical ef- 
fect. Allowing these evaluations to occur at the same time effectively decreases the 
time any food ingredient spends in review. 

Under the Federal Meat Inspection Act (FMIA), FSIS is responsible for determin- 
ing the efficacy and suitability of food ingredients and additives in meat products 
as well as prescribing safe conditions of use. Suitability refers to the effectiveness 
of the ingredient or additive in performing the intended purpose of use and the as- 
surance that the conditions of use will not result in an adulterated product or one 
that will mislead consumers. 

Carbon Monoxide in Meat Packaging 

One form of technology used by the meat industry that has received a great deal 
of attention in recent months is carbon monoxide in packaging. Carbon monoxide 
is used to stabilize the color pigment of meat, when it is red and, therefore, most 
appealing to consumers. Use of carbon monoxide in packaging does not impart a 
color to the meat; it simply maintains its naturally occurring color. 

Carbon monoxide does not become a part of the product and dissipates as soon 
as the package is opened. This is unlike other ingredients used to stabilize the red 
color of meat, such as citric acid, sodium ascorbate, and rosemary extract, all of 
which actually do become a part of the product and may have a lasting effect on 
product color even after packaging is removed. 

In 2002, carbon monoxide, for use as a component of modified atmosphere packag- 
ing, was accepted by FDA as being “Generally Recognized as Safe,” or GRAS. GRAS 
refers to a chemical or substance that is added to food and is exempt from regula- 
tion because its extensive use has produced no known harmful effects. GRAS notifi- 
cations must be accompanied by scientific data establishing that, under the pro- 
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posed conditions of use, the substance is safe, and that it will be used at the lowest 
levels necessary to accomplish the intended functional effects. USDA assesses suit- 
ability of use under the proposed conditions after FDA has assessed the ingredient’s 
safety. 

In accordance with our Memorandum of Understanding with FDA, USDA in 2004 
reviewed the GRAS notice submitted by Precept Foods, and wrote two letters to 
FDA, dated April 28 and June 2, 2004 in response. 

It is common for FSIS to find data in original GRAS Notices to be insufficient for 
a suitability determination and for us to notify FDA that we consider the petition 
to be incomplete. The petitioners then provide additional data which may result in 
our accepting the suitability of the ingredient or substance with or without specific 
use conditions. 

On April 28, 2004, we sent FDA a letter that reflected a preliminary FSIS deci- 
sion that was based on the data that were submitted with the original GRAS Notice 
from Precept Foods, LLC, the petitioner. As a result of the April 28 letter, the peti- 
tioner submitted additional data to address our concern that the application of car- 
bon monoxide may be misleading to consumers if used as described in the initial 
GRAS notice. 

The June 2, 2004 letter describes that our earlier concerns had been addressed 
by Precept Foods, LLC. Precept provided data evaluating shelf life, microbial out- 
growth, and color of meat products treated and packaged using various methods in- 
cluding that proposed in the original GRAS notice. These data are generally de- 
scribed in the third paragraph of the June 2 letter. 

As stated in the June response. Precept provided additional information to FSIS 
addressing specific suitability concerns raised in the April 28 letter. Based on the 
spoilage information and use conditions provided by Precept, FSIS reversed its deci- 
sion and determined that the use of carbon monoxide is suitable in modified atmos- 
phere packaging, but only when a use-by or freeze-by date is applied. Use-by or 
freeze-by dates are required on all systems in which carbon monoxide is in direct 
contact with the meat. 

In November 2005, FDA received a petition asking it to withdraw its decision that 
carbon monoxide in meat packaging is Generally Recognized as Safe. FSIS will con- 
tinue to make its labeling decisions and its suitability reviews on the basis of FDA’s 
safety conclusions. Based on the data presented at the time, FSIS stands by its 2004 
decision on the suitability of the use of carbon monoxide in meat packaging. How- 
ever, as always, FSIS would reassess the situation if new data becomes available. 
FSiS has also asked USDA’s Agricultural Research Service (ARS) to conduct re- 
search related to packaging systems. 

Thank you for the opportunity to testify before you today. I look forward to ad- 
dressing any questions you might have. 


Mr. Stupak. Thank you. Dr. Post, I understand you’re not going 
to give an opening, or are you? 

Mr. Post. No, I am not. 

Mr. Stupak. OK. 

Dr. Acheson, I think you’re the next one to give an opening state- 
ment then. 

TESTIMONY OF DAVID W.K. ACHESON, M.D., ASSISTANT COM- 
MISSIONER FOR FOOD PROTECTION, FOOD AND DRUG AD- 
MINISTRATION, U.S. DEPARTMENT OF HEALTH AND HUMAN 
SERVICES, ACCOMPANIED BY LANE HIGHBARGER, CON- 
SUMER SAFETY OFFICER, DIVISION OF BIOTECHNOLOGY 
AND GRAS NOTICE REVIEW, OFFICE OF FOOD ADDITIVE 
SAFETY, CENTER FOR FOOD SAFETY AND APPLIED NUTRI- 
TION, FOOD AND DRUG ADMINISTRATION 

Dr. Acheson. Good morning. Chairman Stupak and members of 
the subcommittee. I am Dr. David Acheson, the Assistant Commis- 
sioner for Food Protection for the Food and Drug Administration, 
and I’m joined today by my colleagues at the FDA and the USDA. 

The FDA appreciates the opportunity to testify this morning. To 
start. I’ll briefly highlight the recently released Food Protection 
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Plan and the Import Safety Plan. I will then address your concerns 
about the use of carbon monoxide in modified atmospheric packag- 
ing for meat and as a preservative for fish. 

In May 2007, the FDA was charged with developing a com- 
prehensive and integrated food protection plan to keep the Nation’s 
food supply safe from both unintentional and deliberate contamina- 
tion. The underlying principle of the Food Protection Plan is to 
build in safety measures across a product’s life cycle from produc- 
tion to consumption. 

Mr. Stupak. Doctor, if I may, we will have that hearing in Janu- 
ary. So, if you want to go right to carbon monoxide, we could prob- 
ably expedite it because we do have quite a few people on this 
panel if we’re going to get right to our testimony. So, if you want 
to go to carbon monoxide and GRAS, we’d appreciate it. 

Dr. Acheson. It would be my pleasure to do that. 

Mr. Stupak. Thank you. 

Dr. Acheson. Turning now to carbon monoxide, the Food, Drug 
and Cosmetic Act, section 201(s) provides that a substance that is 
generally recognized among qualified experts as having been shown 
to be safe under the conditions of its intended use is excluded from 
the definition of a “food additive.” It is therefore not subject to the 
food additive petition process. 

For these substances that are generally recognized as safe, or 
GRAS, an interested party such as a food manufacturer may notify 
the FDA of its conclusion that a substance is GRAS under the in- 
tended conditions of use. The FDA reviews the GRAS notice to de- 
termine whether it provides a sufficient basis to support the party’s 
GRAS self-determination and then responds to the notifier as to 
whether the agency has any questions. 

To show that a substance is generally recognized as safe, the pro- 
ponent must show that there is a consensus of expert opinion re- 
garding the safety of the specified use of the substance. Unanimity 
among experts regarding the safety of a substance is not required. 

During the period 2000 through 2005, the FDA responded to 
three GRAS notices for the use of carbon monoxide in modified at- 
mospheric packaging systems for meat and one for notice of the use 
of tasteless smoke in tuna. The FDA responded by stating that the 
agency does not question the basis for the GRAS determinations. 

The FDA routinely consults with the USDA’s Food Safety and In- 
spection Service to address our related but separate roles in the 
regulation of ingredients in meat, including the three GRAS notices 
for meat. The FDA can and does place additional limitations on the 
use of GRAS substances beyond those specified in the notifications. 

We are aware that concerns have been raised about the possible 
misuse of CO in seafood and the use of CO-containing MAP sys- 
tems for meat. The FDA has received citizen petitions which chal- 
lenge the FDA’s acceptance of the GRAS status of these products. 
We continue to receive information submitted for consultation 
under the citizen petition process, and we are continuing to review 
and to analyze that information. 

In conclusion, ensuring that FDA-regulated products are safe 
and secure is a vital part of FDA’s mission. The Food Protection 
Plan provides an updated approach to assure that the U.S. food 
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supply remains one of the safest in the world, and I look forward 
to presenting that to you later. 

We look forward to working with this committee and with the 
Congress on implementing the Food Protection Plan and the Im- 
port Safety Plan. Thank you for the opportunity to discuss the 
FDA’s activities to enhance food safety. I’d he happy to answer any 
questions. 

[The prepared statement of Dr. Acheson follows:] 
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INTRODUCTION 


Good morning. Chairman Stupak and Members of the Subcommittee. I am Dr. David 
Acheson, Assistant Commissioner for Food Protection at the Food and Drug Administration 
(FDA or the Agency), which is part of the Department of Health and Human Services (HHS). 
FDA appreciates the opportunity to discuss our new Food Protection Plan (or the Plan) and 
the Import Safety Action Plan, which were released last week. You also asked that we 
address the use of carbon monoxide in modified atmosphere packaging for meat and fish. 

In May 2007, Secretary of Health and Human Services Michael O. Leavitt and Commissioner 
of Food and Drugs Andrew C. von Eschenbach, M.D., charged FDA with developing a 
comprehensive and integrated FDA Food Protection Plan to keep the nation’s food supply 
safe from both unintentional and deliberate contamination. Driven by science and modem 
information technology, the Plan aims to identify potential hazards and counteract them 
before they can do harm. I would now like to share some of the highlights of this plan. 

FOOD PROTECTION PLAN 


The Plan builds in safety measures that focus on risks across a product’s life cycle, from the 
time a food is produced to the time it is distributed and consumed. FDA’s integrated 
approach within the Food Protection Plan encompasses three core elements: prevention, 
intervention, and response. 
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The prevention element means promoting increased corporate responsibility, identifying risks 
and building in mitigation steps so that food problems do not occur in the first place. The 
intervention element focuses on risk-based inspections, sampling, and surveillance at all 
points in the food supply chain. The response element bolsters FDA’s emergency response 
efforts by allowing for increased speed and efficiency and improved communication. 

While American consumers enjoy one of the safest food supplies in the world, growing 
challenges require a new approach to food protection at FDA - an increased emphasis on 
prevention. Recent outbreaks linked to fresh produce, peanut butter, and pet foods show how 
FDA responds quickly to contain food safety problems. While this level of response needs to 
be maintained and even enhanced, there is also a need to focus more on building safety into 
products right from the start to meet the challenges of today. FDA will work with the private 
sector to build on the actions of the food industry to ensure product safety. Building safety 
into products is described in one word: prevention. 

Prevention 

Prevention is the first essential step for an effective, proactive food safety and defense plan. 
FDA’s plan implements three key prevention steps: (1) promote increased corporate 
responsibility to prevent foodbome illnesses; (2) identify food vulnerabilities and assess risk; 
and (3) expand the understanding and use of effective mitigation strategies. The prevention 
steps are risk-based and will be implemented as appropriate to particular segments of the 
industry, taking into account that some foods are inherently safer than others. 
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First, to promote increased corporate responsibility, FDA must strategically place greater 
emphasis on preventive measures for food safely and food defense. These measures will 
promote improved food protection capabilities throughout the food supply chain. This will 
require close interaction with growers, manufacturers, distributors, retailers and food service 
providers, and importers. FDA will continue to work with industry and state and local 
governments to further develop the tools and science needed to identify vulnerabilities and 
determine the most effective approaches. With regard to imports, FDA will also work with 
foreign governments, which have a greater ability to oversee manufacturers within their 
borders to ensure compliance with U.S. safety standards 

FDA is requesting new authorities to accomplish this first goal. For example, the Food 
Protection Plan outlines new authorities to require entities in the food supply chain to 
implement measures solely intended to protect against the intentional adulteration of food by 
terrorists or criminals at points of high vulnerability. FDA is also seeking explicit authority 
to issue regulations requiring that high-risk foods be prepared, packed, and held under a 
system of preventive food safety controls for high-risk foods - those that have been associated 
with repeated instances of serious health problems or death to humans or animals from 
unintentional contamination. 

Second, to identify food vulnerabilities and assess risk, FDA will work with the food 
industry, consumer groups, and Federal, state, local, and international partners to 
generate the additional data needed to strengthen our understanding of food safety and 
food defense risks and vulnerabilities. A comprehensive, risk-based approach allows 
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FDA to maximize the effectiveness of its available resources by focusing on food 
products that have the potential to pose the greatest risk to human and animal health. 

By analyzing data collected throughout the food product life cycle, we are better able to 
detect risks posed by food products. We are also better able to recognize key junctures 
where timely intervention can reduce or avoid those risks. Working with HHS ’s 
Centers for Disease Control and Prevention (CDC), FDA will also build the capacity to 
attribute pathogens to specific foods and identify where in the production life cycle the 
foods became contaminated. When established and emerging risks are identified, 
assessed, and ranked, we are able to more effectively allocate our available resources to 
manage these risks. 

Third, in order to expand the understanding and use of effective mitigation strategies, 
FDA will initiate risk-driven research about the sources, spread, and prevention of 
contamination. We will also develop new mitigation tools and implement appropriate 
risk management strategies. Building on risk assessments, FDA will initiate basic 
research to enhance our understanding of sources of contamination, modes of spreading, 
and how best to prevent contamination. This information will inform FDA’s efforts to 
promote increased corporate responsibility to implement effective preventive steps. 
Focusing on higher risk foods, FDA will conduct research and leverage relationships 
with outside organizations. FDA will also research, evaluate, and develop new 
methods to detect contaminants in foods, and seek to facilitate new technologies that 
enhance food safety. 
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Intervention 

Because no plan will prevent 100 percent of food contamination, FDA is also focused 
on having targeted, risk-based interventions to provide further protection. These 
interventions must ensure that the preventive measures called for are implemented 
correctly. The Plan includes ways to focus on inspections and sampling based on risk, 
enhance risk-based surveillance and improve the detection of food system signals that 
indicate contamination. 

However, the universe of domestic and foreign food establishments subject to FDA 
inspection is immense and continues to increase. Therefore, legislation to authorize 
FDA to accredit or recognize and use highly qualified independent third parties to 
evaluate compliance with FDA requirements would allow FDA to allocate resources 
more effectively. This would be another effective way to further assess the growing 
universe of food establishments. Use of accredited third parties would be voluntary and 
might offer more in-depth review and possibly faster review times and expedited entry 
for imported goods manufactured in facilities inspected by accredited third parties. 

FDA would not be bound by these third-party inspections in determining compliance 
with FDA requirements. However, use of accredited third parties may be taken into 
consideration by FDA when setting inspection and surveillance priorities. 

In order to enhance the Agency’s risk-based surveillance, FDA plans to focus on 
improving our ability to target imported foods for inspection based on risk through the 
use of advanced screening technology at the border and enhanced information sharing 
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agreements with key foreign countries. 

Also, as part of the FY 2008 budget, the Administration proposed a new user fee 
requiring manufacturers and laboratories to pay the full costs of reinspections and 
associated follow-up work when FDA reinspects facilities due to failure to meet current 
Good Manufacturing Practices (cGMPs) or other FDA requirements. Where FDA 
identifies violations during an inspection or issues a warning letter, FDA conducts 
follow-up inspections to verify a firm’s corrective action. The proposed fee ensures 
that facilities not complying with health and safety standards bear the cost of 
reinspection. 

Further, FDA should have the option of moving the inspection of high-risk products of 
concern “upstream” by entering into agreements with the exporting country’s regulatory 
authority for that entity (or an FDA-recognized third party inspector) to certify each shipment 
or class of shipments for compliance with FDA’s standards prior to shipment. FDA would 
apply this requirement to imported products that have been shown to pose a threat to public 
health for U.S. consumers. While FDA would retain the authority to verify the safety of 
imported products, this approach shares the burden of ensuring the safety of food products 
with the exporting country. For such a system to be effective, FDA will have to establish an 
in-depth collaboration with the relevant foreign government authority to ensure that the 
standards, processes, and criteria by which the foreign authority or third party is certifying 
products are consistent with FDA’s. The Agency will also have to take several steps to 
ensure a secure system that prevents counterfeiting of the certificates and takes into 
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consideration transshipment of products as a way to avoid certification. FDA would use non- 
discriminatory, scientific, and risk-based criteria to determine the focus of this proposed 
authority. 

As noted earlier, improving the detection of food system “signals” that indicate 
contamination is an important component of enhancing our intervention capabilities. 

FDA can better detect and more quickly identify risk “signals” in the food supply chain 
by deploying new rapid screening tools and methods to identify pathogens and other 
contaminants and by enhancing its ability to “map” or trace adverse events back to their 
causes by improving its Adverse Event and Consumer Complaint Reporting System. 

This additional information will serve as a supplemental warning indicator for trending 
emerging food protection problems. 

The recent pet food recalls showed us that we must continue to focus our efforts on 
animal food and feed, as well as human food. For example, to provide the information 
necessary to allow for early detection of, and intervention with, contaminated pet food, 

FDA will work with the veterinary community, veterinary hospitals, and other private 
U.S. sources to develop an early warning surveillance and notification system to alert 
veterinarians and others about problems with the pet food supply. 

Response 

During the past year, FDA responded to food safety problems with contaminated 
spinach, lettuce, vegetable proteins, and peanut butter, among other foods. While 
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FDA’s response to these outbreaks was swift and effective, there is always a need to 
respond faster and communicate more effectively with consumers and other partners. 

To improve our immediate response, FDA will work with stakeholders to develop an action 
plan for implementing more effective trace-back process improvements and technologies to 
more rapidly and precisely track the origin and destination of contaminated foods, feed, and 
ingredients. We will also increase collaboration with foreign. Federal, state, and local FDA 
partners to identify a contamination source, remove contaminated products, and implement 
corrective actions. 

Another key component of improving FDA’s response is additional authority for emergency 
responses. FDA is requesting authority for mandatory recall authority and enhanced access 
to food records during emergencies. FDA is seeking mandatory recall authority to be used 
only when the current process of voluntary recalls fails to promptly remove foods that present 
a threat of serious harm to humans or animals. Although FDA has the authority to seize 
adulterated or misbranded food, this is not the most efficient option when contaminated 
product has already been distributed to hundreds or thousands of locations. And while FDA 
has been able to accomplish most recalls through voluntary actions by product manufacturers 
or distributors, there have been rare instances in which a firm was unwilling to conduct a 
recall. In such situations, FDA needs the ability to require a firm to conduct a recall to ensure 
the prompt and complete removal from distribution channels of food that presents a threat of 
serious harm to humans or animals. This authority would be limited to foods that the 
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Secretary has reason to believe are adulterated and present a threat of serious adverse health 
consequences or death. It would be imposed only if a firm refuses or unduly delays 
conducting a voluntary recall. An order to recall food could only be issued by the HHS 
Secretary, Deputy Secretary, or Commissioner of Food and Drugs, and would be 
accompanied by appropriate due process rights. 

FDA is seeking authority that would give the Agency more complete and streamlined access 
to records necessary to identify the source or cause of foodbome illness and take needed 
action during food related emergencies. Improved access to information concerning the 
safety and security of food, including records related to an article of food or related articles of 
food that may present a threat, will enhance FDA’s ability to identify problems, respond 
quickly and appropriately, and protect public health. The requirement would not impose any 
new recordkeeping burdens and would maintain the current statutory exclusions for the 
records of farms and restaurants. 

Currently, access to records under section 414 of the Federal Food, Drug, and Cosmetic Act 
(FD&C Act or the Act) is limited to instances where, for an article of food, FDA has a 
reasonable belief that the food is adulterated and presents a threat of serious adverse health 
consequences or death. FDA proposes to expand access to records of related articles of food, 
such as food produced on the same manufacturing line. FDA also proposes, in food-related 
emergencies, to remove the adulteration requirement to allow its inspectors access to records 
in emergency situations where FDA has a reasonable belief that an article of food presents a 
threat of serious adverse health consequences or death. 
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IMPORT SAFETY ACTION PLAN 


The President has engaged directly in the effort to make sure we are doing everything we can 
to protect Americans from unsafe imports. On luly 1 8, he issued an Executive Order 
creating a Cabinet-level Working Group on Import Safety to promote the safety of imported 
products. The working group, which includes representatives from twelve Federal 
departments and agencies, including FDA, the Department of Agriculture (USDA), and the 
Department of Commerce, reviewed the procedures, regulations, and practices for ensuring 
that imported food, drugs, and other consumer products are safe. 

On November 6, Secretary Leavitt presented the Import Safety Action Plan to the President. 
This Action Plan presents broad recommendations and specific short- and long-term action 
steps, categorized under the organizing principles of prevention, intervention, and response. 
Each action item is based on the building blocks identified in the Strategic Framework, 
released in September 2007. That report concluded that the United States must transition 
from an outdated “snapshot” approach to import safety, in which decisions are made at the 
border, to a cost-effective, prevention-focused model that identifies and targets critical points 
in the import life cycle where the risk of the product is greatest, and then verifies the safety of 
products at those important phases. 

This Action Plan follows the organizing principles identified in the Strategic Framework - 
prevention, intervention, and response. I would like to point out a few key recommendations 
that affect FDA. Consistent with the Food Protection Plan, the Action Plan recommends that 
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the Agency have explicit authority to issue regulations requiring preventive food safety 
controls for high-risk foods and authority to require entities in the food supply chain to 
implement measures solely intended to protect against the intentional adulteration of food. 

The Action Plan recommends that FDA examine food-safety control systems of other 
countries to determine whether improvements can be made to the operation of FDA’s food 
regulatory program to provide the Agency with comprehensive knowledge of food safety 
systems of other countries. FDA could identify elements or components of those systems 
that are recognized as food safety system “best practices” and utilize them to strengthen and 
enhance FDA’s prevention, intervention, and response activities. 

Another recommendation is that FDA develops a voluntary certification program based on 
risk for foreign producers of certain products who export to the U.S. Such requirements 
would apply to designated high-risk products imported from countries with which FDA has an 
agreement to establish a certification program that provides levels of safety that are consistent 
with FDA standards. In order to implement this, FDA would need legislative authority to 
accredit independent third parties to verify compliance with FDA requirements. The Action 
Plan also recommends that FDA have the authority to issue a mandatory recall of food 
products when voluntary recalls are not effective. 
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GRAS STATUS OF CARBON MONOXIDE AND TASTELESS SMOKE 


Under sections 201(s) and 409 of the FD&C Act, any substance, the intended use of which 
results or may reasonably be expected to result in its becoming a component of food, or 
otherwise affecting the characteristics of any food, is a food additive subject to premarket 
review and approval by FDA, unless the substance falls within one of the exclusions from the 
definition of “food additive” in section 201(s) or meets the exemption for investigational use 
in section 409(j) of the Act. 

Under section 201(s) of the FD&C Act, a substance that is generally recognized among 
qualified experts as having been adequately shown to be safe under the conditions of its 
intended use (generally recognized as safe, or GRAS), is excluded from the definition of 
“food additive” and is not subject to the food additive petition process in section 409. The 
Act does not provide a process or specific authority for FDA premarket approval of GRAS 
status, and an interested person need not consult with, or even inform, FDA before or after 
making its own determination that a substance is GRAS under the intended conditions of use. 

FDA has set out the standards for what constitutes general recognition of safety for GRAS 
status in Title 21, Code of Federal Regulations, section 170.30. The same quality and 
quantity of scientific data that are needed to support a food additive approval are needed to 
support a GRAS determination; however, there are additional eriteria for the use of a GRAS 
ingredient. These criteria include a general availability of the data and information relied on 
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to establish the safety of the ingredient, such as publication of scientific literature, and 
consensus among qualified experts about the safety of the ingredient for the intended use. 

A substance must be shown to be “generally recognized as safe” under the conditions of its 
intended use. Explicitly, GRAS is not an inherent property of a substance, rather, it relates to 
the specific conditions of use for the substance. The person asserting GRAS status has the 
burden of proving that the use of the substance is “generally recognized as safe.” To 
establish such recognition, the proponent must show that there is a consensus of expert 
opinion regarding the safety of the specified use of the substance. Unanimity among experts 
regarding safety of a substance is not required, and mere conflict among experts is not enough 
to preclude a finding of general recognition. 

Under FDA’s voluntary GRAS notification program, an interested party may notify the 
Agency of its conclusion that a substance is GRAS under the intended conditions of use. 

FDA reviews the GRAS notice (GRN) to determine whether it provides a sufficient basis to 
support the party’s GRAS self-determination and then responds to the notifier as to whether 
the Agency has any questions. Information in the notice corresponding to the substance and 
its conditions of use specified in the GRAS self-determination and FDA’s response to the 
notice are readily available to the public by postings to the Agency’s website 
, (http://www.cfsan.fda.gov/~rdb/opa-gras.htmf). 

During the period of 2000 through 2005, FDA responded to three GRAS notices for the use of 
carbon monoxide (CO) in modified atmosphere packaging (MAP) systems for meat products 
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(GRNs 83, 143, and 167) and one notice for the use of “tasteless smoke,” (smoke filtered to 
remove the taste components), in tuna (GRN 15). FDA responded by stating that the Agency 
does not question the basis for the GRAS determinations. 

FDA routinely consults with USDA’s Food Safety and Inspection Service (FSIS) to address 
OUT related, but separate, roles in the regulation of ingredients in meat. Consistent with the 
process established in a Memorandum of Understanding for the review of ingredients used in 
the production of meat and poultry products, FDA consulted with FSIS on the three GRAS 
notices for use of CO in MAP systems for meat products. While FDA has authority under 
the FD&C Act to determine the safety of ingredients used in food, FSIS has separate authority 
for determining whether the intended use of an ingredient in meat is suitable under the Federal 
Meat Inspection Act (FMIA). FSIS also has responsibility for the labeling of meat products. 
FSIS has informed FDA that the use of CO in MAP systems, under the conditions specified in 
the GRAS notices, complies with the FMIA. 

GRAS Notice for Tasteless Smoke 

In a revised notice to FDA dated March 1 1, 1999, Hawaii International, Inc. submitted 
information that it had determined, based on scientific procedures, that the intended use of 
tasteless smoke to protect the taste, aroma, and color of seafood at levels sufficient to 
accomplish this purpose is GRAS (GRN 15). The Agency limited its evaluation of Hawaii 
International’s notice to tuna. 
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In our March 1 0, 2000, response stating that the Agency has “no questions” regarding the 
GRAS status of tasteless smoke, FDA clearly stated that Hawaii International, or any other 
party who markets tuna that has been preserved with tasteless smoke, is responsible for 
ensuring that such tuna is neither misbranded under sections 403(a), 403(i)(2) or 403(k) of the 
FD&C Act, nor adulterated under sections 402(b)(3) or 402(b)(4). 

FDA stated that Hawaii International’s use of tasteless smoke constitutes use as a 
preservative, therefore, the ingredient statement on labels of tuna treated with the substance 
must, among other things, declare that the tuna is treated with tasteless smoke, and that it is 
used as a preservative. In addition, the treated tuna may not be represented as “smoked,” nor 
identified as “fresh.” 

FDA’s response letter further stated that if the application of tasteless smoke causes the color 
of tuna flesh to be enhanced, potentially causing consumers to be misled about the true nature 
or value of the tuna, the product may be adulterated. 

FDA is aware of the concerns that the use of tasteless smoke or CO, one of its components, on 
tuna may prevent detection of potentially dangerous histamine formation in tuna. FDA 
considered these concerns in responding to the GRAS notice and concluded that they were not 
scientifically sound. Tasteless smoke and CO are effective in preventing the color change 
that routinely accompanies the freezing and thawing of tuna; however, color change is not a 
reliable means of screening out decomposed from non-decomposed fish, or of screening out 
histamine-containing from non-histamine-containing fish. Color change routinely occurs as a 
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result of the freezing and thawing process, unassociated with the kinds of abuse conditions 
that produce either histamine or decomposition. 

The most effective means of detecting decomposed fish is by odor. This is a highly effective 
tool for eliminating fish that are unfit for food because of decomposition. This is the method 
used by FDA examiners and regulatory examiners around the world. However, it has only 
limited utility in screening fish, such as tuna, for histamine content. The type of abuse 
conditions that lead to fish decomposition (e.g., being held at low temperature for extended 
periods of time) often do not lead to histamine formation in fish, which is associated with high 
temperature abuse. There is no scientific evidence that tasteless smoke or CO affects either 
the formation of histamine or the ability to detect histamine formation through sensory 
analysis. 

Given the lack of a reliable relationship between odors of decomposition and levels of 
histamine, it is understandable that consumers on occasion eat fish that tastes fresh, but still 
become ill from high levels of histamine. This has been a recognized public health problem 
for many years. FDA has invested considerable research time and dollars to provide the 
seafood industry with the best possible guidance on how to prevent the hazard. The seafood 
industry is required to address these public health issues by instituting Hazard Analysis 
Critical Control Point (HACCP) principles that help prevent abuse conditions that can lead to 
histamine formation. 
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Illnesses can occur as a result of lapses in the implementation of these mandatory controls. 
FDA takes these lapses seriously and uses its regulatory authorities to address them. Testing 
of imported tuna, which is highly targeted to suspect lots, reveals elevated histamine levels in 
both untreated products and products treated with tasteless smoke and CO. Nonetheless, if 
processors are using tasteless smoke or CO treatment to make decomposed fish look better, 
they are in violation of the adulteration provisions of the FD&C Act Enhancing the 
appearance of decomposed fish, however, does not inhibit FDA fi'om uncovering such 
adulteration by sensory (odor) examination of lots at the border. 

GRAS Notice for Carbon Monoxide 

In a notice to FDA (GRN 83) dated August 29, 2001, Pactiv Corporation stated its 
determination, through scientific procedures, that CO is GRAS for use as a component of a 
gas mixture in a MAP system. The level of CO in Pactiv’s MAP system is 0.4 percent. The 
other components of the MAP system are carbon dioxide (30 percent) and nitrogen (69.6 
percent). The MAP system is used for packaging fresh cuts of case-ready muscle meat and 
ground case-ready meat to maintain wholesomeness, provide flexibility in distribution, and 
reduce shrinkage. 

In its response dated February 21, 2002, FDA stated that based on the information provided 
by Pactiv, as well as other available information, the Agency had no questions regarding 
Pactiv’s conclusion that CO is GRAS under the intended conditions of use. 
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FDA responded to two other GRAS notices for the use of CO in MAP systems for meat, 
stating that it had no questions regarding the sponsors’ GRAS determinations. These 
notifications, which incorporated the information in the Pactiv notification by reference, were 
from Precept Foods, LLC (FDA response of July 29, 2004) and Tyson Foods, Inc. (FDA 
response of September 29, 2005). In its review of each of these GRAS notices, the Agency 
carefully considered the information provided by the notifier, as well as all other available 
relevant information in reaching the decision not to challenge the notifiers’ determinations 
that their uses were GRAS. 

We are aware that concerns have been raised about the possible misuse of CO in seafood and 
about the use of CO-containing MAP systems for meat. Agency regulations provide for a 
mechanism whereby parties seeking reconsideration of FDA decisions can make available to 
FDA data and information in support of their request. Indeed, FDA has received citizen 
petitions which challenge FDA’s acceptance of the GRAS status of CO-containing MAP 
systems and of tasteless smoke. We continue to receive information relevant to the citizen 
petitions and to GRNs 15, 83, 143, and 167, and are currently reviewing that information. 

CONCLUSION 


Ensuring that FDA-regulated products are safe and secure is a vital part of FDA’s mission - 
to protect and promote public health. Changes in consumer preferences, industry practices, 
and the rising volume of imports have posed challenges that required us to adapt our current 
food protection strategies. The Food Protection Plan provides an updated approach to ensure 
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that the U.S. food supply remains one of the safest in the world. The Plan will help prevent 
harm before it can occur, will provide enhanced intervention measures, and improve our 
ability to respond to food safety threats. 

FDA remains committed to working closely with all of its partners to implement the Plan’s 
measures to protect the nation’s food supply. We look forward to working with the Members 
of this Committee and the entire Congress to obtain passage of the requested legislative 
authorities identified in the Food Protection Plan and the Import Safety Action Plan. Thank 
you for the opportunity to discuss FDA’s activities to enhance food safety. I would be happy 
to answer any questions. 
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Mr. Stupak. Thank you, and thank you for your comments on 
carhon monoxide. 

Do any other panelists wish to give an opening statement? 

Hearing none, we will begin questions, and I’ll begin. 

Dr. Acheson, you indicated that the FDA approved carbon mon- 
oxide on a GRAS, generally accepted as safe, without any ques- 
tions, correct? 

Dr. Acheson. There was never a petition submitted for carbon 
monoxide specifically. It was tasteless smoke for which the GRAS 
notice was submitted. 

Mr. Stupak. OK. Did the FDA then make any approval of carbon 
monoxide for the use in packaging? 

Dr. Acheson. The FDA has not been submitted a specific peti- 
tion on carbon monoxide per se. 

Mr. Stupak. So this is basically a USD A issue? 

Dr. Acheson. The FDA has no concerns about the use of carbon 
monoxide in modified 

Mr. Stupak. Right, but you just said that no petition was before 
you, so you didn’t have anything on which to deal with this on car- 
bon monoxide, correct? 

Dr. Acheson. There was no petition submitted. That doesn’t 
mean that the agency didn’t review the situation to determine 

Mr. Stupak. Did the agency review a carbon monoxide petition 
by Precept Foods? 

Dr. Acheson. The agency has reviewed the safety issue sur- 
rounding carbon monoxide. 

Mr. Stupak. Let me try it again. 

Did you review the Precept application for the use of carbon 
monoxide, the matter before us? 

Dr. Acheson. I’ll ask 

Mr. Stupak. Dr. Tarantino is shaking her head “yes.” 

Ms. Tarantino. Yes, we did. 

Mr. Stupak. OK. Were you the person who reviewed it then? 

Ms. Tarantino. It was reviewed in my office, in the office I lead. 

Mr. Stupak. OK. Dr. Acheson said the FDA had no questions. Do 
you agree there are no questions? 

Ms. Tarantino. That was our final determination after the ques- 
tions that FSIS raised and the information that we received in the 
final 

Mr. Stupak. OK. So that was in 2004 that you had no questions? 

Ms. Tarantino. That’s right. 

Mr. Stupak. OK. Before you indicated you had no questions, 
your office — does the European Union allow carbon monoxide in 
your packaging? 

Ms. Tarantino. The European Union itself does not. 

Mr. Stupak. OK. How about Canada, does it allow? 

Ms. Tarantino. In meat packaging. I’m not sure. 

Mr. Stupak. OK. It does not. 

How about Japan, does it allow? 

Ms. Tarantino. I don’t know. 

Mr. Stupak. With the fact that these major countries and the 
European Union do not allow it, did that raise a question with the 
FDA? 
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Ms. Tarantino. We looked at all of the information that was in 
front of us, all of the information that we are aware of. 

Mr. Stupak. Did you specifically look at the European Union, 
Japan and Canada? 

Ms. Tarantino. We were aware of the Scientific Committee on 
Food, which is the risk assessors, and we were aware of the studies 
that had been done in Norway that supported their use of the tech- 
nology for about 20 years. 

Mr. Stupak. Correct. Norway is part of the European Union; is 
it not? Therefore, they no longer use carbon monoxide, correct? 

Ms. Tarantino. Correct. 

Mr. Stupak. So they used it at one time, and now they don’t. So, 
obviously, there were some questions there. 

Ms. Tarantino. Not about safety apparently. 

Mr. Stupak. OK. For what, consumer deception? 

Ms. Tarantino. I don’t know. 

Mr. Stupak. So did you ever explore why Norway and the Euro- 
pean Union went from using it to not using it? 

Ms. Tarantino. The European Union system is quite different 
from ours. Our understanding was that another member country 
or, in fact, a nonmember country petitioned the EU not to permit 
it in the EU, and they decided not to. 

Mr. Stupak. OK. Dr. Engeljohn, let me ask you this. You indi- 
cated that this Memorandum of Understanding between the FDA 
and the Department of Agriculture was to increase the speed on 
issues of food safety and packaging and issues like this, correct? 

Mr. Engeljohn. Yes. The MOU is to make it so that we would 
do a simultaneous review. 

Mr. Stupak. OK. In your speed to review and to approve things, 
where does public input come in? When does the public have a 
chance to comment on your review process here? 

Mr. Engeljohn. In the review such as the one on carbon mon- 
oxide, there was no public review process in that the issue becomes 
one of our providing input to the FDA about the suitability of the 
use, and then they make that final determination, but there is no 
public process on this particular issue. 

Mr. Stupak. OK. So there was no public input. 

So the only way someone could really challenge your issue is 
through a citizen’s petition, correct? 

Mr. Engeljohn. Petitions are one way to do it. The agency does 
listen in terms of any input that we hear in terms of questions or 
new data becoming available for which we might re-review the 
issue. 

Mr. Stupak. In your testimony you also said that one of the pur- 
poses when you review it is not to mislead the consumer; is that 
correct? 

Mr. Engeljohn. Yes. 

Mr. Stupak. OK. All of the studies we’ve seen for the last 50 
years indicate that consumers purchase their meat or seafood 
based on appearance; is that correct? 

Mr. Engeljohn. Appearance is one indicator. 

Mr. Stupak. OK. Has appearance been overturned as one of the 
indicators that citizens rely upon when they purchase their meat 
or seafood? 
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Mr. Engeljohn. In this particular case, the agency did put a 
“use by” “freeze by” date, knowing that that, in fact, would be the 
best indicator as the appropriate and optimal use of this product 
for the consumer. 

Mr. Stupak. Well, tell me. How many studies show that people 
buy meat based on “use by” or “freeze by” dates? 

Mr. Engeljohn. The agency did contract for a study, which we 
did receive in 2002, which did identify that an overwhelming ma- 
jority of consumers relies heavily upon the “use by” or “sell by” 
date. 

Mr. Stupak. Do they also rely upon color? 

Mr. Engeljohn. They do rely on other indicators, but the “use 
by” date is the primary mode for which they rely. 

Mr. Stupak. Will you submit that study to us? We’ve asked for 
those documents. You’ve never provided those to us. 

Mr. Engeljohn. We did supply that study, but we will make 
sure that you do have it. 

Mr. Stupak. OK. Turn to exhibit No. 28. It’s the 33rd Reciprocal 
Meat Conference, 1980. 

The first page of that study talks about “studies the importance 
of meat color that was demonstrated by Newman, et al.” I’m on the 
right-hand side, at about the third paragraph. I’m at the last sen- 
tence that says, “Certainly, consumers have few, if any, means of 
estimating the flavor, juiciness, tenderness of a cut of meat while 
it is in the showcase, so they must base their selection on visual 
appearance. Color, of course, is much of what the consumer bases 
his choice on.” 

You’re saying you have a study that contradicts this study? 

Mr. Engeljohn. We have a study that does indicate that “use 
by” dates is a predominant means by which a consumer makes that 
decision, but color also is one of those indicators. 

Mr. Stupak. Let me ask you about the — you talked about the 
April 28 letter. I believe Dr. Post was the author of that one. In 
that letter three times he mentions consumers and the deceptive 
practice that carbon monoxide would add if this process were ap- 
proved; is that correct? That’s exhibit No. 18 in your book. It’s ex- 
hibit No. 18. It’s an April 28 letter that, I think. Dr. Post authored 
in which you say, “It is our opinion that the use of Precept Eoods’ 
MAP system that is described in the GRAS notice for use with 
case-ready, fresh cuts of meat and ground meat could potentially 
mislead consumers into believing they are purchasing a product 
that is fresher or of greater value than it actually is and may in- 
crease the potential for masking spoilage”; is that correct? 

Mr. Post. That is correct. 

Mr. Stupak. OK. Then the next exhibit. No. 19, is on June 2, 
2004. You reversed your opinion in a letter to the FDA, stating 
that you no longer believe Precept’s system could mislead consum- 
ers; is that correct? 

Mr. Post. Yes. 

Mr. Stupak. OK. Now, Dr. Engeljohn stated, as a result of the 
letter of April 28, Precept submitted additional data to address 
your concerns that the use of carbon monoxide could be misleading 
to consumers; is that correct? 

Mr. Post. Yes. Additional data were 
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Mr. Stupak. What additional data did Precept submit to you to 
get you to reverse your decision? 

Mr. Post. Well, the April 28 letter to the FDA indicates that 
there was a failure in study design, and that the samples of steaks 
actually contained a solution, including potassium and other ingre- 
dients — potassium and sodium diacetate. The results would not be 
indicative of a spoilage pattern associated with whole muscle cuts 
of meat not containing any added substances, and those data on 
whole muscle cuts not containing added ingredients were needed. 

Also, it indicated that no samples were tested to establish a 
spoilage pattern for ground meat products stored under modified 
atmospheric packaging, and so data were needed there as well. 

Mr. Stupak. So did they ever submit that data to you without 
the antimicrobial agents so that it would not show spoilage? 

Mr. Post. Yes. Those data were received in May 2004. 

Mr. Stupak. All right. Now, Dr. Post, you are a scientist evaluat- 
ing microbial growth in meats. Would you question a study where 
the microbial levels started high and ended up low, and where mi- 
crobial counts correlated inversely with gas formation and odor 
scores? Would you question that as a scientist? 

Mr. Post. Yes, I would. 

Mr. Stupak. OK. Well, go to exhibit 71(e). 

That is the data you relied upon. If you look at 71(e), you will 
see that there is a question where the microbial levels started high 
and ended up low, and where microbial counts correlated inversely 
with gas formation and odor scores. Do you see that in exhibit 
71(e)? It’s on the last three pages. In the columns marked CT/MG, 
it shows a decline in all microbial counts from day 26 to day 30 
and day 41. So, if anything, microbial counts should go up, not 
down the longer it sits, correct? 

Mr. Post. That is correct. However the information that we re- 
ceived did not show the growth of microorganisms in the shelf life 
of the product. 

Mr. Stupak. Well, this is the information right here. This is the 
information you received from Precept; is it not? Look at 71. It’s 
from their attorneys. There’s a two-page cover letter, then there’s 
the whole study. I just directed you to the last three pages. I’m not 
a scientist, but even I figured it out that the microbial level should 
go up, not down, and the gas odors and formation were reversed 
in this study. That’s true, right, in looking at those last three 
pages? 

Mr. Post. Yes. I haven’t examined these thoroughly, but I’m un- 
derstanding what you’re saying. 

Mr. Stupak. Well, you would have examined them thoroughly be- 
fore you approved this process, wouldn’t you? 

Mr. Post. Yes, and we did. 

Mr. Stupak. Well, then, if that’s the case. Dr. Highbarger, Dr. 
Engeljohn, any of you there, or even Dr. Acheson, you said if new 
evidence presented which would show that this practice isn’t safe, 
that you would reverse your decision. So, based upon the questions 
here, would you not reverse your decision because the study you re- 
lied upon, to your understanding, is incorrect? 

Mr. Post. Well, data that were submitted in May did, in fact, 
sample steaks, whole muscle cuts — the kind of product data that 
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we wanted — as well as ground beef data, and no signs of spoilage 
were detected in any of the samples through 41 days. 

Mr. Stupak. Well, that’s your conclusion, but the charts show us 
differently on those last three pages, don’t they? We just went over 
them. It shows it differently than your conclusion. That’s the data. 

Let me go a little farther because Precept Foods — which is a joint 
venture between Cargill and Hormel, right? That’s what Precept 
Foods is, correct? 

Mr. Post. I’m not aware. 

Mr. Stupak. OK. Go to the last 2 pages of exhibit 71(e). Because 
Precept also realized the data they submitted is the opposite of 
what you concluded, still they submitted the data. Look at the last 
two pages there, at the last three pages, actually. It’s an e-mail, 
Monday, May 10, 2004. It’s to Ann Waylan from it looks like, D. 
Rusick at Hormel.com. 71(d). Go to 71(d). OK. We’re talking about 
this study now. 

Do you see this? This is the last 3 pages. It’s an e-mail. 

Mr. Post. Yes, I found that. 

Mr. Stupak. OK. This is on May 10th that they submitted these 
documents to you. 

It says, “Ann, obviously, you have had other things on your mind 
recently, but when you get a chance to review this report, please 
let me know if you see any other funny data in it. I welcome any 
insights or questions you may have. Quite honestly, this test seems 
to raise more questions than it answers. Thanks much.” 

Now, that was at 3 o’clock in afternoon. If you go there, Ann 
Waylan responds 3 hours later: “I’ve read the report a couple of 
times.” This is her e-mail response back to Mr. Rusick. “These data 
do bring some interesting thoughts. Why are the samples with the 
most off-odor have micro counts that aren’t different than the sam- 
ples that have acceptable odor? The sample with the last date have 
more desirable odor than the samples without last date. Why are 
micro counts decreasing as the number of days increase?” That’s 
the inverse that I talked about. “Also, micro counts are decreasing, 
but odor is increasing.” That’s reversed. It should be just the oppo- 
site. “When the environment has bugs, I think there would be an 
increase in CO^, but on the package tested, the CO^ has decreased. 
Just a thought. Why put a claims statement in the summary of 
these data that don’t show results that can be patentable? Why not 
let the patent lawyers determine?” 

Would you agree with me that that questions the validity of the 
study they submitted which you based your approval upon? 

Would you agree with me? Is that what that e-mail says? 

Mr. Post. Based on this information, I think this leads to some 
questions, yes. 

Mr. Stupak. Based on this information, don’t you think you 
should reconsider your approval of the use of carbon monoxide 
until we get these questions answered? 

Mr. Post. Well, I suppose my best response is that based on the 
data that we received in May 2004, no signs of spoilage were de- 
tected in any of the samples. The additional data were from studies 
that were conducted in February 2000 

Mr. Stupak. By Precept Foods as the data submitted to you on 
which you based your decision upon, correct? 
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Mr. Post. Exactly. 

Mr. Stupak. So the questions I raised and the questions raised 
in this e-mail, would you not want to reconsider it, the use of car- 
bon monoxide in packaging? 

Mr. Engeljohn. This is Engeljohn on behalf of the Department 
ESI. So I would say as I said in my opening statement, if in fact 
we receive new data or information for us to reassess the informa- 
tion that we were previously provided, we certainly will do that. 
And we have in fact 

Mr. Stupak. So you’ll now reassess your — based upon this e- 
mail, the information that I pointed out? 

Mr. Engeljohn. We clearly will look at the data and we have 
asked our research arm of the Department to actually work with 
us on the design of a study to actually, in fact, look at this particu- 
lar issue as well as the broader one. 

Mr. Stupak. Can you assure the American people that based 
upon this faulty study on which you made your approval, you will 
suspend the use of carbon monoxide in modified packaging until 
you get the answers resolved here? This raises some serious issues, 
does it not? 

Mr. Engeljohn. I think we would still go back to the issue of 
the data that we were looking at were specific to the issue of 
whether or not spoilage would be an indicator here and whether or 
not we did not look at this from a safety perspective. 

Mr. Stupak. And you also look at deception, whether or not this 
packaging is deceptive to the American people? 

Mr. Engeljohn. Again, from our perspective, we did establish a 
use-by/freeze-by date as the mode in which a consumer would in 
fact be able to tell if this product were spoiled. 

Mr. Stupak. Let me ask Dr. Highbarger. I had asked you earlier. 
You’ve seen these studies. You saw these studies, right? 

Mr. Highbarger. I saw them, I don’t recall them at all. I can’t 
pull the numbers out of my head. That was 3 years ago. 

Mr. Stupak. All right. You’re looking at the book there. Do you 
agree with me that when the microbial counts should have gone 
up, they were decreasing? When odor should have gone up, it de- 
creased? That there are problems here as pointed out in those e- 
mails? Do you agree that there are problems in those studies based 
upon their own internal e-mails of Cargill and Hormel under Pre- 
cept Foods? That we have some serious questions here now? 

I take it that is a “yes.” 

Let me ask Dr. Engeljohn. Dr. Engeljohn, you mentioned about 
the GRAS. Was there ever a GRAS study panel for this carbon 
monoxide use in the packaging? You usually get a panel together, 
don’t you, to review it on the GRAS? 

Mr. Engeljohn. Not that I’m aware of, sir. 

Mr. Stupak. You usually do one, don’t you? 

Dr. Post, you look like you want to answer. You usually do a 
GRAS review panel, you have a panel to review it before you 

Mr. Post. I’ll answer “no” to that, but I’ll also defer to my FDA 
colleagues to answer. 

Mr. Stupak. So there was no outside review, just your internal 
review of these studies submitted by Precept Foods, correct? 

Mr. Post. Yes. 
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Mr. Stupak. My time is gone over. I know we talked about going 
10 minutes. It looks like I went more than 10 minutes. 

Let’s go for 10 minutes of questioning by Mr. Whitfield. 

Mr. Whitfield. Dr. Engeljohn and l5r. Post and Dr. Highbarger, 
I might say that our side of the aisle did not receive any of these 
documents that you were being questioned about until last night. 
And they’re very technical documents. There is one aspect in here 
where it says that microbial growth was acceptable throughout the 
test for all treatments. We received them last night. 

Mr. Stupak. Excuse me. Mr. Whitfield, if I may. These docu- 
ments were provided for some time. We found them over the week- 
end. Our staff worked yesterday. I worked yesterday, even though 
it was a holiday. We did find them last night. We presented them 
to your staff last night. 

Mr. Whitfield. We got them last night. 

Mr. Stupak. Right. They were attached, we believe, erroneous to 
a different document. And being good investigators that our staff 

is 

Mr. Whitfield. I’m not questioning how it happened. I’m just ex- 
pressing the fact that we received it last night and these gentlemen 
were not aware of it until they were questioned about it just a few 
minutes ago. 

Mr. Stupak. Right. The question was not only on e-mail, but also 
studies that they’ve had since 2004. 

Mr. Whitfield. These were e-mails that Hormel had. These were 
internal documents, and I doubt that these gentlemen had access 
to it. But it certainly raises the question that you all can review 
this and come up with it. 

But to suggest that you would be able to give the explicit an- 
swers to these questions at this time, I think is unreasonable. Have 
you seen any of these documents before, any of the three of you? 

Mr. Post. No, we haven’t. 

Mr. Whitfield. And so that is the point that I wanted to make 
on those. 

Mr. Stupak. If you may defer for a moment. 

Mr. Whitfield. Sure. 

Mr. Stupak. You never saw the e-mails until now. I never saw 
them until last night. But you’ve certainly seen the studies since 
2004. You’re the guys who reviewed it, right? 

Mr. Post. We have seen the studies that supported the decision 
in 

Mr. Stupak. So the issues I brought up about the converse order 
here where microbials were going up when they should have been 
going down, those are things you should have picked up in 2004, 
correct? 

Mr. Post. To my recollection, those were not the kind of results 
we saw. 

Mr. Whitfield. So those were not the results that you saw. But 
from the analysis that you did and from your decision, you made 
the decision that this using carbon monoxide and modified atmos- 
pheric packaging was safe from your standpoint; is that correct? 

Mr. Engeljohn. ESI has made the determination that the use 
of this technology and carbon monoxide was suitable for the use of 
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meat and that a use-by/freeze-by date would be appropriate to 
identify the product would not be spoiled. 

Mr. Whitfield. And all packaging that uses it does have a date 
that it must be used by; is that correct? 

Mr. Engeljohn. We preapprove labels and all labels in carbon 
monoxide packaging on meat or poultry products must have a use- 
by or freeze-by date. 

Mr. Whitfield. Would it be accurate to say that the consensus 
of expert opinion and scientific opinion is that there is not a safety 
issue with using this packaging? Would that be accurate? 

Dr. Tarantino, would you agree with that statement? 

Ms. Tarantino. It certainly appears to. We haven’t seen any real 
evidence of a public health issue or safety issue. 

Mr. Whitfield. Now, there has been some discussion about the 
European Union. Do you recall. Dr. Tarantino, receiving a letter 
from a Norwegian scientist at the Norwegian Food Research Insti- 
tute? 

Ms. Tarantino. I do. 

Mr. Whitfield. And explaining that the use of CO in meat pack- 
ing was banned by the EtJ for safety reasons? 

Ms. Tarantino. He expressed that and also expressed that it 
wasn’t actually banned. It just was not approved in the EU, and 
it was not for safety reasons. 

Mr. Whitfield. So from your knowledge, it had nothing to do 
with safety issues? 

Ms. Tarantino. Not as far as I know. 

Mr. Whitfield. Dr. Acheson, in your testimony you noted that 
FDA had received a citizens petition challenging the FDA’s accept- 
ance of the GRAS status for carbon monoxide packaging in meat 
and tasteless smoke; is that correct? 

Dr. Acheson. That’s right, yes. 

Mr. Whitfield. And what individuals or entities filed that peti- 
tion? 

Dr. Acheson. I’d ask Dr. Tarantino specifically to give you the 
very specific answer to that, if I may. 

Mr. Whitfield. Dr. Tarantino? 

Ms. Tarantino. Calsak submitted the citizen petition for chal- 
lenging our decision on carbon monoxide in meat and EnviroWatch, 
a group in Hawaii, filed a citizen petition about the decision on 
tasteless smoke. 

Mr. Whitfield. Do any of the followers, specifically Calsak have 
an economic interest in the FDA withdrawing GRAS acceptance for 
carbon monoxide? 

Ms. Tarantino. I’m aware they have a competing product. 

Mr. Whitfield. They have a competing product. So they do have 
an economic interest. 

Now, Dr. Acheson, let me ask you. What do you consider your re- 
sponsibilities that you have at the FDA? What do you consider as 
the three most important food safety problems or the three biggest 
public health threats to the U.S. food supply? 

Dr. Acheson. Well, there are two ways that we could answer 
that. One is to look at the bigger picture of where do we need to 
go with food safety, which is essentially focused on building strong 
safety and upfront prevention, appropriate intervention, and rapid 
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response. If you’re going to address specifically what foods do we 
have the greatest concern about, then the way to approach that is 
what is causing illness, what is the public health risk? And what 
we’re seeing is a variety of different types of fresh produce where 
we’ve seen repeated outbreaks. Issues with eggs is another high 
priority. So there are a number of them. And this particular issue 
is not a safety concern even remotely high on our radar screen. 

Mr. Whitfield. OK. So this carbon monoxide in packaging, as 
you said, is not remotely an issue? 

Dr. Acheson. From a safety perspective with limited resources, 
we have to look where the public health risks are. 

Mr. Whitfield. Now, Dr. Engeljohn, what about from your per- 
spective, do you view this issue as one of your priorities for food 
safety? 

Mr. Engeljohn. This is not a priority for the Agency with regard 
to public health. We have other pathogens and other issues related 
to that. Labeling is an issue for which we do have statutory re- 
quirements to address, and we’d fit all of our labeling issues into 
a matter of prioritization that we have, with public health being 
the No. 1 focus. 

Mr. Whitfield. Now, I know that there are some consumer 
groups here in the second panel. But as a Member of Congress, I 
have not received any complaints that I’m aware of from any citi- 
zen about this packaging being a problem for consumers in my dis- 
trict. And you all, are you being besieged with letters from consum- 
ers expressing concern about packaging using carbon monoxide? 
Are you all receiving any information about that? 

Dr. Acheson. I’m not aware that we’re being bombarded with 
those kinds of letters, but we recognize that this is clearly a con- 
cern for consumers and our committee to think further about it. 

Mr. Whitfield. Is the USDA at this time restricting competitors 
from advertising or marketing their products as carbon monoxide- 
free? Or USDA? 

Mr. Engeljohn. At USDA and the Food Safety Inspection Serv- 
ice, I’m not aware of any labeling. We would not consider such a 
label to be appropriate. All of the technologies that we approve la- 
beling for are, in fact, safe; and the issue being whether or not it 
is suitable. 

Mr. Whitfield. Would there be any prohibition of a company 
putting on its label as carbon monoxide-free? 

Mr. Engeljohn. To my knowledge, we would not allow such a 
statement. 

Mr. Whitfield. You would not allow? 

Mr. Engeljohn. Would not. 

Mr. Whitfield. Dr. Post? 

Mr. Post. We’d allow statements about any technology that are 
truthful and not misleading, because we have a pre-approval re- 
quirement. The word “free” I think is a little problematic, I think, 
in this case. 

Mr. Whitfield. OK. All right. 

Now, have you all heard of Dr. Michael Osterhome at the Uni- 
versity of Minnesota, or Mike Doyle of the University of Georgia? 
Any of you familiar with them? 

Dr. Acheson. Yes. 
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Mr. Whitfield. And I think both of them and their institutions 
have conducted some studies on this issue; is that correct? 

Dr. Acheson. I believe so, yes. 

Mr. Whitfield. And from their studies, they have concluded that 
safety is not an issue with this packaging; is that correct? 

Dr. Acheson. I believe so, yes. 

Mr. Whitfield. OK. And both of them are leading experts in this 
field, with extensive scientific knowledge; is that correct? 

Dr. Acheson. Correct. 

Mr. Whitfield. OK. I have no further questions. Thank you. 

Mr. Stupak. I thank the gentleman. 

Ms. Schakowsky for questions, please. Ten minutes. 

Ms. Schakowsky. First, Mr. Chairman, let me congratulate you 
and our staff of researchers and investigators for providing us with 
information that makes it possible to really explore, apparently 
more fully even than the USDA on some of the information that 
we have. I’ve actually been pretty surprised that in preparation for 
this hearing, that the witnesses have not — for example. Dr. Ach- 
eson, you seemed unaware of the FDA’s involvement with the issue 
of carbon monoxide. And I’m looking at your written testimony 
when it says GRAS, generally recognized as safe, notice for carbon 
monoxide right here; the notice to the FDA; the response dated 
February 21, 2002. 

I would have imagined that you would have been aware of your 
own testimony that referred to the involvement of the FDA in this 
issue. Let me put on my consumer hat; that is where I started in 
the grocery store, dealing with getting freshness dates on. 

Why do you think that this packaging is used? What is the inten- 
tion of the packaging. Dr. Engeljohn? 

Mr. Engeljohn. The packaging, as with all packaging, would be 
in part to ensure that the product doesn’t become recontaminated. 
That is the first issue. And it is the importance of packaging 
throughout the distribution chain. The use of the gas, in this case 
carbon monoxide, has a specific purpose which in this case is to re- 
move oxygen and to 

Ms. Schakowsky. I guess I’m asking, again, from a consumer 
point of view. Is it not to make the product more acceptable to con- 
sumers by making it look fresher? 

Mr. Engeljohn. I think from the FSFs perspective, is that the 
use of the technology retains a color that is there in the product 
naturally within the shelf life that it normally would have for opti- 
mal use. 

Ms. Schakowsky. So you would not agree that the — that at least 
a partial intention of this technique is to make consumers believe — 
because we do look at color. Go into any meat department of any 
grocery store and watch people choose a product. And what they’re 
looking for — ^because you can’t put your face on the product and 
smell it — is looking for color. Is that not true? 

Mr. Engeljohn. Color is a very important indicator for the 
freshness of the product, yes. 

Ms. Schakowsky. OK. And so this technology takes away that 
signal from consumers. Is that not true? 

Mr. Engeljohn. This technology does not take away the signal 
entirely. It retains a color that would be there throughout the nor- 
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mal shelf life and optimal use of this product. And that’s what we 
established the use-by date time. 

Ms. SCHAKOWSKY. One of the packages in front of you is 2 years 
old and it might look OK to consumers. Is that not a problem? 

Mr. Engeljohn. It is a problem from the perspective that it is 
critical that the use-by date be adhered to. And that is the reason 
why we approved the label with the purposeful intent of having a 
use-by date that is in fact based on the shelf life studies that we 
were represented. 

Ms. ScHAKOWSKY. Target has presented a letter — it is exhibit 
76 — asking the USD A to approve a label that Target would like to 
put on its meat packages that are packaged with carbon monoxide. 

They are seeking approval to affix a label containing the follow- 
ing information on those meat products. “Consumer notice: Carbon 
monoxide has been used to preserve the color of this product. Do 
not rely on the color or the use or freeze-by date alone to judge the 
freshness of the product. For best results, please follow the safe 
handling instructions”, which I understand are on the product as 
well. 

Will you approve this label and allow Target to label its meat in 
this manner? 

Mr. Engeljohn. The Agency did receive that letter late Friday 
evening and it is under consideration. And our primary objective in 
evaluating that statement as one being submitted was to ensure it 
is truthful and not misleading. So we’d look at all aspects of what 
the statement would say. 

Ms. ScHAKOWSKY. And if you approve that language, will you di- 
rect that all meat packaged in an atmosphere containing carbon 
monoxide be labeled with the same language? 

Mr. Engeljohn. The issue would be making sure that the label 
is truthful and not misleading in those aspects, and then we’d 
make some consideration as to whether or not we need to reevalu- 
ate our original approval condition, which was solely the use of a 
use-by/freeze-by date. So it would be a part of the consideration 
that we would have. 

Ms. ScHAKOWSKY. Let me tell you that I think this discussion 
represents a kind of tone-deaf understanding of what consumers 
expect and want. Safety is certainly a major consideration, but we 
have technologies now that can take junk, really old food, and do 
all kinds of things to it so that if you consumed it, it would not 
hurt you, it would be OK. 

That is not the standard that American consumers want. They 
want to know that this product — that’s why we look at color, so 
that we bring something home to our family that is fresh for them. 
Freshness is a concern for families regardless of whether or not it 
is going to make someone sick or, horribly, perhaps kill a child. 

So this is — I really would — if you want to be besieged by letters 
and phone calls and opposition, I assure you that that could hap- 
pen if people feel that they are being deceived by a product, be- 
cause it is not simply the notion of making someone sick. We have 
enough right now in the way of — I don’t even know what you do 
when you put lights on things and all kinds — to get rid of the bac- 
teria. It is not comforting to me to know that you can take fecal 
matter and make it not hurt me. I don’t want it in my food. 
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And the same issue, I want to be able to use my senses to decide 
what is for my family, and I feel that it is deceptive to allow a 
packaging that would take that away from me, especially since in 
the grocery store itself I can’t literally smell the food, so I don’t 
really have a lot of questions about it. 

But I think you ought to question the decision that you’re mak- 
ing. I think that consumers do want, as consumers in Europe and 
other places — and you ought to look at the reasons for their — the 
decisions that they’ve made — want not to have something that dis- 
colors or artificially colors in some way their food products. I assure 
you that shoppers across the country will not be simply complacent 
about this. 

Thank you. I yield back. 

Mr. Stupak. Thank you. Mr. Burgess for questions, please. 

Mr. Burgess. Thank you, Mr. Chairman. 

Dr. Acheson, let me just ask you a question about the imports 
of fish and imported tuna that some of your testimony revealed ele- 
vated histamine levels, is that correct, in imported tuna? 

Dr. Acheson. [Non-verbal response.] 

Mr. Burgess. Is there any difference between carbon monoxide- 
treated tuna and noncarbon monoxide-treated tuna as far as the 
histamine levels are concerned? 

Dr. Acheson. Carbon monoxide really doesn’t have anything to 
do with the formation of histamine. And this is actually a fairly 
complicated process in that there is a formation of histamine as a 
process that can occur in fish, and there is also the formation of 
odors that can form in fish which we’d normally call spoiled fish. 
These things happen generally in very different tracks. They are 
not the same thing causing one from the other. 

And so I think the complication here is that it would be nice if 
we could use the odor of fish to tell us whether there was hista- 
mine present. As a matter of fact, we can’t. It doesn’t work that 
way. And CO doesn’t really have any impact on that ability. 

Mr. Burgess. So what is the purpose in using the carbon mon- 
oxide in the treatment of fish? 

Dr. Acheson. Either tasteless smoke or carbon monoxide is used 
principally in frozen fish because with the freezing and thawing, 
you get a change in color in that fish to something that is fairly 
unappetizing, you might say. There is nothing wrong with the fish. 
It is not spoiled, it is not decomposed, it is not dangerous, it is not 
lower in quality in any way. It has just changed color because of 
the freezing and thawing process. And as a result, there is dif- 
ficulty in marketing that kind of product, and the industry has 
found by treating the fish with either CO or tasteless smoke, they 
are able to retain that color that it had immediately before freez- 
ing, which actually serves some benefit because marketing of fro- 
zen fish that can produce histamine is a safer way to market the 
fish, because it very much reduces the ability of the fish to produce 
histamine when it is frozen as compared to when it is marketed as 
refrigerated. So there is actually some health benefit there. 

Mr. Burgess. So the freezing then, the physical activity of freez- 
ing the fish, delays the production of histamine in the fish, and the 
carbon monoxide treatment allows you to market the fish that has 
been frozen. So indirectly, then, there may well be a benefit to the 
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consumer of lower levels of histamine in fish that still looks palat- 
able when it is thawed. 

Dr. Acheson. That is fairly possible, yes. 

Mr. Burgess. Have you ever done a study that compares high 
histamine levels and decomposition in carbon monoxide-treated 
foods versus those present in noncarbon monoxide-treated seafood 
and concluded that a higher percentage of decomposition histamine 
levels are found in seafood treated with carbon monoxide? 

Dr. Acheson. I’m not aware of any study that has done that. 
We’re certainly aware that carbon monoxide-treated fish do some- 
times have histamine present. We’re also aware that fish that are 
not carbon monoxide-treated also have some occasions where hista- 
mine is present. And, of course, this is something that FDA tries 
to regulate at the border through testing. 

Mr. Burgess. So are there other products besides tuna that are 
treated with carbon monoxide, other seafood products? 

Dr. Acheson. We are aware that tilapia might also be treated, 
and probably is with some regularity. 

Mr. Burgess. Is that OK? Is that within the scope of the regula- 
tions? Or is that an adulteration of the product? 

Dr. Acheson. There has been no GRAS notification for the use 
of CO or tasteless smoke in tilapia. But by the same token, the 
statute does not require someone using CO or carbon monoxide — 
a GRAS substance, let me put it that way — does not require some- 
one to notify FDA if they are using a substance they believe to be 
GRAS. That is just the way the statute is written. 

Mr. Burgess. And it makes no difference whether that tilapia — 
is any tilapia produced domestically, or does it all come from for- 
eign sources? 

Dr. Acheson. I believe there is some produced domestically, but 
it is mostly a foreign product. 

Mr. Burgess. And there would be equal treatment of that prod- 
uct with carbon monoxide whether it is produced domestically or 
imported? 

Dr. Acheson. Yes. 

Mr. Burgess. OK. If FDA did make a determination that the use 
of carbon monoxide was resulting in an adulterated product, you 
would stop that at the border; is that correct? 

Dr. Acheson. The difficulty here is that, as you have heard the 
discussion before, is that with limited resources we try to focus our 
resources on food safety issues. 

Mr. Burgess. But if you thought it was dangerous 

Dr. Acheson. If we thought it was dangerous, we’d certainly stop 
it at the border. That’s absolutely correct. 

Mr. Burgess. Is this just enforcement discretion or does this 
speak to the benign nature of carbon monoxide treatment of sea- 
food products? 

Dr. Acheson. I think it is enforcement discretion. The issue of — 
first of all, tilapia doesn’t produce histamines. So that issue isn’t 
even an issue for tilapia. So that takes out even the discussion of 
that issue associated with tilapia. But the fact that it may in fact 
constitute an economic adulteration, arguably that could be the 
case. But FDA does need to decide where we need to put our re- 
sources. So I think this is, in fact, enforcement discretion and put- 
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ting our recourses on the food safety issues that Dr. Acheson men- 
tioned a few minutes ago. 

Mr. Burgess. Would you restrict competitors who were selling 
this competing seafood product that didn’t use carhon monoxide, 
would you restrict them from mentioning in advertising or market- 
ing that competing imports are using carhon monoxide without 
FDA notification or acceptance? 

Dr. Acheson. In their advertising? 

Mr. Burgess. Yes. 

Dr. Acheson. I’m not aware that that is a prohibition. 

Mr. Burgess. Again, does that speak to a problem with the laws 
in that arena, or does it speak to the fact that carbon monoxide 
treatment is again a real — regarded as a relatively benign process? 

Dr. Acheson. Because if competitors felt it was an advantage, 
they’d be — they’d be advertising in that way? 

Mr. Burgess. Yes. 

Dr. Acheson. I’m assuming that they made the decision that it 
is not worth their while to market in that way. 

Mr. Burgess. We all recall the tuna advertising plans that dealt 
with the — I forget whether it was the capture of tuna or sea turtles 
in the nets that captured the tuna. Was it walruses? It was dol- 
phins. 

Obviously there was a competitive advantage to advertising dol- 
phin-friendly tuna. I know that’s what I always look for. I would 
never buy dolphin-unfriendly tuna knowingly. What does the — in 
your opinion, what does the FDA believe would be the public 
health impact from requiring notice and comment for all of the gen- 
erally regarded-as-safe petitions? Is there any concern that this 
would stifle advances in innovation that might in fact, if not stifled, 
improve food safety? 

Dr. Acheson. I think Dr. Tarantino is probably better able to an- 
swer that question. 

Ms. Tarantino. Sure. First of all, I think as Don mentioned as 
well, if something is GRAS, you don’t have to notify us or come to 
us at all. Notice and comment rulemaking certainly takes a very 
long time and there are situations when you have to do it. 

Mr. Burgess. How long a period of time? 

Dr. Acheson. It depends on what the issues are. It does require 
a publishing proposal, taking comments and then doing rule- 
making. 

Mr. Burgess. Days, weeks, months or years? 

Ms. Tarantino. Years. And I think what is also true is the proc- 
ess. The GRAS notification process is about as transparent as the 
food additive petition process. In both cases — in one case we put 
the notice on the Web, and in the other case we put a notice in the 
Federal Register. And in neither case do we go out and actively so- 
licit comments, but people have an opportunity to comment and 
give information as much as possible. So we try to make the GRAS 
notice process as transparent as is possible, while keeping it a fair- 
ly efficient process, because we want to encourage people to come 
to us, because we get much more information about what is in the 
food supply and can stop it if we know about it. 

Mr. Burgess. I see. Let me just ask anyone on the panel who 
can answer the question. I’ve been primarily talking about seafood 



345 


products, but this would apply to beef products as well that are 
treated with carbon monoxide. 

What happens to the carbon monoxide when the food is cooked? 
Does the hemoglobin molecule denature and break apart and the 
carbon monoxide is then released? And since we’re talking about 
concentrations of four-tenths of 1 percent, that obviously would not 
pose a hazard to someone inhaling carbon monoxide, would it? 

Mr. Highbarger. I can’t give you any numbers, but the majority 
of the carbon monoxide would be just blown off from cooking. So 
you’d be eating almost nothing. I can’t give you numbers. 

Mr. Burgess. The exposure to carbon monoxide to temperatures 
normally involved in cooking would not create any new compound 
or substance which might in turn be harmful to the consumer? 

Mr. Highbarger. There is no chemistry there that could happen, 
no. 

Mr. Burgess. Thank you, Mr. Chairman. I will yield back. 

Mr. Stupak. Thank you. We will go for another round of ques- 
tions. 

Mr. Kraemer, Mr. Burgess had asked you about the treatment of 
fish with either tasteless smoke or carbon monoxide, correct? 

Dr. Acheson. Yes. 

Mr. Stupak. And you said they treated it with using either one, 
tasteless smoke or carbon monoxide, correct? 

Dr. Acheson. Yes. I referred to — I responded to both, yes. 

Mr. Stupak. Does the FDA decipher between the two for labeling 
purposes? 

Dr. Acheson. Yes. The labeling would be different depending 
upon what was being used. 

Mr. Stupak. What is the label for tasteless smoke? 

Dr. Acheson. Tasteless smoke would need to say “preserved with 
tasteless smoke,” I think is the correct terminology. 

Mr. Stupak. Tasteless smoke is really carbon monoxide, is it not? 

Dr. Acheson. One of the components of tasteless smoke is car- 
bon monoxide. 

Mr. Stupak. OK. What is the label for carbon monoxide, then? 

Dr. Acheson. Presumably, it would need to say “preserved with 
carbon monoxide.” 

Mr. Stupak. OK. Let me show this picture up there. The person 
is wearing a respirator, spraying seafood. Would that be tasteless 
smoke or carbon monoxide? 

Dr. Acheson. I can’t tell from the photograph. I don’t know. I’ve 
not seen the operation of either process. 

Mr. Stupak. All right. If tasteless smoke is the same as carbon 
monoxide, then why not just label truthfully as carbon monoxide 
and not tasteless smoke? 

Mr. Burgess. Mr. Chairman, I’m going to object. How can he 
possibly know what that individual would be spraying? No one can 
tell just from a picture like that. We don’t see a canister, we don’t 
see a label, we don’t see a skull and crossbones, a biohazard label. 
It is illustrative only for the purposes of inflaming the rhetoric. I 
see nothing to be gained by showing us that picture. I yield back. 

Mr. Stupak. We’ll get to the picture with the second panel. We’ll 
lay the proper foundation, OK? So if tasteless smoke is the same 
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as carbon monoxide, then why not just label it truthfully as carbon 
monoxide and not tasteless smoke? 

Dr. Acheson. They are not the same. One of the components of 
tasteless smoke is carbon monoxide, but there are other compo- 
nents as well. 

Mr. Stupak. What else do you get with tasteless smoke other 
than carbon monoxide on your seafood? 

Dr. Acheson. What else is in tasteless smoke? I believe nitrogen 
is one of the components. 

Mr. Stupak. Does that adhere to the fish, then, when you’re 
using tasteless smoke? 

Dr. Acheson. No. I don’t think it has any effect on the fish. It 
is essentially inert. 

Mr. Stupak. So the only thing that reapplies into the fish when 
using tasteless smoke is carbon monoxide, right? 

Dr. Acheson. The component that causes the effect of color-fix- 
ing is carbon monoxide. 

Mr. Stupak. So why don’t you just call it carbon monoxide and 
not tasteless smoke? 

Dr. Acheson. I think it is a truthful statement to call it tasteless 
smoke, because in fact that is what it is. 

Mr. Stupak. But there is no smoke, there is no taste because it 
is tasteless. It is carbon monoxide. 

Dr. Acheson. It is tasteless. 

Mr. Stupak. You take tasteless smoke and put all the impurities, 
what do you have left, carbon monoxide, correct? And a little nitro- 
gen? Same as CO carbon monoxide, right? When you use carbon 
monoxide, you have a little nitrogen left over too? 

Mr. Kraemer. The active ingredient, if you will, is carbon mon- 
oxide. 

Mr. Stupak. OK. 

Let’s go back to Dr. Post. Mr. Whitfield sort of indicated like we 
sort of sprung a surprise on you, even though you’re the guy that 
did the study 3 or 4 years ago. 

Let’s go back to your document binder, 71(d) and 71(e); 71(d), I’ll 
grant you, is the document we found in our files that we received 
from Hormel with the e-mail. 

And in 71(d), pages 3, 4 and 5, are the data that I referred to 
when I said that the microbial levels start out high and ended low, 
and where the microbial counts correlated inversely to gas forma- 
tion and odor scores. So those are the three labels. 

If you go to 71(e), exhibit 71(e), which is — starts off, first two 
pages, from the law firm of Hogan & Hartson. Then inside, page 
3 is Excel, the use of carbon monoxide in lid stock on ground beef. 
And that is the study they submitted in which you based your ap- 
proval and — am I correct? 

Mr. Post. I would need more time to look at this and the original 
submission. I can’t tell from the complexity of the data. 

Mr. Stupak. That is a copy we got from you, from FDA and from 
the Department of Agriculture. 

Well, let’s go to the last three pages of exhibit E and exhibit D, 
they are the same. The data is the same, is it not? It shouldn’t take 
a lot of time to figure that one out. It is pretty clear that the last 
three pages in E, the data submitted to you, the last three pages 
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in exhibit D, the internal memo with the e-mail that questions the 
validity of the study, those are the same three pages, the data, 
whether it is the e-mail or your study was based on those three 
pages of data — is that correct — where the microbial levels started 
off high and ended up low and where microbial levels correlated in- 
versely to gas formation in the overall score; is that correct? 

Mr. Post. They appear to be the same, yes. 

Mr. Stupak. ok. Thank you. 

Let me ask this question. Dr. Acheson, you said there has been 
no complaints at the FDA about carbon monoxide. Has the FDA 
done any studies to determine if consumers are aware, in fact, that 
carbon monoxide is being used to treat their meat? 

Dr. Acheson. No, the FDA hasn’t. But we’re considering under- 
taking some. 

Mr. Stupak. So if no one knows about it, they can’t really com- 
plain, can they? 

Dr. Acheson. I think people know about it. 

Mr. Stupak. No. 

Dr. Tarantino, let me ask you this. You mentioned the Norway 
study in questions, I believe, with Mr. Whitfield. And you said Nor- 
way — in fact, it is exhibit No — if you want to look in the exhibit 
book, I believe it is exhibit No. 30. That is the Norway study I be- 
lieve you were referring to, correct? 

Ms. Tarantino. My No. 30 is a publication from the University 
of 

Mr. Stupak. Go to the next one, 31. Mr. Whitfield asked you 
about Minnesota, too. So I’ll ask about that later. 

Ms. Tarantino. That is one publication from their data. 

Mr. Stupak. Right. Is that the Norway study you’re talking 
about, where you thought they had no concerns about carbon mon- 
oxide? 

Ms. Tarantino. It is not the only one, but we have the raw data 
from their studies. But this is one publication. 

Mr. Stupak. Sure. That starts with page 201. Go to page 218 of 
that study. Page 18 right in there. Lower right-hand corner, last 
sentence says “and the safety of MAP,” or modified packaging, 
“products are mostly threatened by temperature abuse.” Would you 
agree with that statement? 

Ms. Tarantino. The author of this study I think has written to 
say his words have been misinterpreted. What he was saying was 
that safety of meat is threatened by temperature abuse of any 
kind, including this modified atmosphere packaging and any other 
packaging. 

Mr. Stupak. Sure. So let’s go to exhibit 30, then, the first one 
I asked you to refer to. And this is our University of Minnesota, 
Department of Food Science and Nutrition, where both Cargill and 
Hormel are located in Minnesota. And it starts off that the abstract 
basically says that the temperature abuse’s main concern is for 
chilled and/or MAP meat and poultry products, since it is not the 
only cause of economic loss, but also made to food-borne illness 
hazardous, correct? 

Ms. Tarantino. I don’t see the terms, but OK. 

Mr. Stupak. OK. Let’s go to page 218 of that study. It starts on 
page 201 and goes to page 218. And let me just ask you this based 
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upon your knowledge — or maybe Dr. Post or one of the others 
would like to comment on it. 

It says in the middle of the page that the microbial population 
of fresh meat is affected by many factors such as the number and 
distribution of microbial species present at the start; health and 
handling of the live animal; slaughtering practice; chilling of the 
carcass; sanitation; type of packaging and handling throughout dis- 
tribution and storage; is that correct? 

Ms. Tarantino. I see the line, yes. 

Mr. Stupak. Would you agree with that, all of those factors go 
to microbial? 

Ms. Tarantino. It certainly sounds like it, yes. But I would defer 
to the USD A, too. 

Mr. Stupak. OK, thanks. 

Mr. Highbarger, in the letters from Dr. Post or to you to Dr. 
Post, back and forth, on approving this process here, did you look 
at the data that was submitted by Precept Foods in response to the 
April 28 letter? Did you look at that data? 

Mr. Highbarger. I don’t believe so on that one. 

Mr. Stupak. OK. 

Mr. Highbarger. That was not submitted to us. 

Mr. Stupak. The letters going back and forth were to you, cor- 
rect? 

Mr. Highbarger. That’s correct. 

Mr. Stupak. From “Mr. Post developed this,” and on the April 
28, 2004 letter he brought up again three times, on top of page 2, 
bottom of page 2, about the deception that may cause or mislead 
consumers into believing the product they are purchasing is fresher 
than it actually is, correct? 

Mr. Highbarger. Yes. 

Mr. Stupak. It is exhibit No. 18 if you want to look at it. 

Then on exhibit 19, when he apparently goes through the study 
and comes up with the wrong conclusions of the study based on the 
data, he never mentions the deception to the consumer. 

Did you ever ask him why — if that was — you raised it three 
times in your initial letter, the deception to the consumer. How 
come before you gave final approval you never discussed the decep- 
tion to the consumer? What happened in the next 6 weeks or so? 
No one cared about the deception to the consumer, or you didn’t 
have any concerns about it? Because he was addressing the letter 
to you. You see, he never mentions deception. The first letter, he 
mentioned it three times. The second letter to get the approval 
from you, he never mentioned deception. What happened? 

Mr. Highbarger. Well, I would interpret to say — ^because I 
haven’t seen this letter for 3 years, obviously. Under the proposed 
conditions of use, the scores and subjective evaluations were shown 
to be acceptable during a shelf life of 20 save days under the pro- 
posed conditions 

Mr. Stupak. Correct. But you never mentioned deception to the 
consumer. I guess that is the part that bothered me. 

Mr. Highbarger. That is inherent in it. 

Mr. Stupak. That is inherent in it. OK. Dr. Post wrote to you. 
So you’re the person who then finally approved the carbon mon- 
oxide in the packaging to be used? 
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Mr. Highbarger. I’m a member of the team who evaluates all 
the information, yes. I’m the point of contact. All the communica- 
tion comes through me. 

Mr. Stupak. You said you didn’t see the studies then. How did 
you evaluate to reach your conclusion it was OK to do this, to put 
carbon monoxide in packaging, if you never reviewed the studies, 
those three pages I talked about in exhibit 71(d) and 71(e)? 

Mr. Highbarger. I obviously deferred to the USDA. 

Mr. Stupak. To whom at the USDA would you have deferred to; 
to Mr. Engeljohn? 

Mr. Highbarger. Through the memos that they sent us saying 
that it was acceptable under the proposed conditions of use. 

Mr. Stupak. OK. You’re a scientist, right? 

Mr. Highbarger. Yes, I am. 

Mr. Stupak. So if you had seen where the microbial levels start- 
ed high and ended low and where microbial counts correlated in- 
versely with gas formations and odor scores, you would have 
caught that and you would have rejected that study? 

Mr. Highbarger. I would have to look at it before I could say 
anything. 

Mr. Stupak. OK. So will you look at it now? Because if my state- 
ment is correct, then in the study you based your decision upon, 
the microbial levels started high and ended low and where micro- 
bial levels correlated inversely with gas formation odors. If that is 
true, as in exhibit 71(d) and 71(e), you’ve got to reverse your deci- 
sion then, right? 

Mr. Highbarger. I’ll certainly look at it. 

Mr. Stupak. When can you do that? This is a matter of impor- 
tance to this committee. That’s why we’re having this hearing. 
When can you convene your GRAS panel and review this data? Dr. 
Tarantino? 

Ms. Tarantino. We’ll talk to FSIS and look at the data and look 
at the study. But remember, our decision on whether we do some- 
thing on the pending matter of the citizen petition or overturn the 
GRAS will depend on everything we see, including this study and 
including looking at what these numbers say. 

Mr. Stupak. But if your initial decision was wrong based on this 
study, shouldn’t you suspend the GRAS then until — is there a pro- 
cedure to suspend the GRAS while you study this further? Is there 
a procedure? Can you do that? 

Ms. Tarantino. The procedure would be that we’d have to say 
that we no longer agree that it is GRAS, that it is an unapproved 
food additive, and build a record and a case that supports that. 

Mr. Stupak. An unapproved food additive. Why wasn’t it consid- 
ered a food additive when it was first considered? 

Ms. Tarantino. Because, as was said earlier in the testimony, 
that GRAS substances are exempt from the definition of a food ad- 
ditive. They do not require premarket approval. 

Mr. Stupak. Well, we look forward to you convening your GRAS 
review panel and review this study in depth, and I hope you have 
all the raw material, not just the flow charts given to us. 

Mr. Whitfield with questions. 

Mr. Whitfield. Thank you. Chairman Stupak. We focused a lot 
with this panel on safety issues of which the general consensus 
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seems to be there are no safety issues. And then we also focused 
on deception. And there has been a lot of discussion about deceiv- 
ing the consumer to believe that meat is more fresh than it really 
is because of the use of carbon monoxide. 

From a legal standpoint, what legal responsibility does FSIS at 
USDA have about food deception, of policing food deception? 

Mr. Engeljohn. Our statutory authority requires us to ensure 
that product is not misbranded, mislabeled, and so it is an issue 
which we’d take into consideration in our determination of whether 
it is 

Mr. Whitfield. Could you give us an example of something that 
has been referred to as deception from your jurisdiction in the last 
couple of years? 

Mr. Engeljohn. Well, one issue that is probably easier to under- 
stand in terms of a deception and why we don’t allow it in meat 
products to begin with would be paprika. It is a compound that — 
or spice — when used has a red color. And although it does cause 
the lean tissue to turn red or stay red, it also causes the fat to turn 
red and stay red. So the product appears to be more lean than it 
is. So that is a determination of perhaps an economic adulteration 
situation. So we do not allow it for that reason. 

Mr. Whitfield. But on this particular issue from the perspec- 
tive, the official position of USDA, is that you do not view this as 
deception by the use of carbon monoxide; you do not view that as 
a deception, do you? 

Mr. Engeljohn. We do not view the use of carbon monoxide as 
a deception when there is a use-by/freeze-by date on the package 
which is, in fact, the determinant for whether the product is opti- 
mal. 

Mr. Whitfield. And I don’t know if you’ve seen all these samples 
that are out there, but I’m assuming that all these sample pack- 
ages have use-by dates on them; is that correct? 

Mr. Engeljohn. If they are treated with carbon monoxide, they 
must have it on there, or they are improperly labeled, and that 
would be a violation of our requirements. 

Mr. Whitfield. But if they do not use carbon monoxide, they do 
not have to have a use-by date on there? 

Mr. Engeljohn. That is true. If they do not use carbon monoxide 
in the packaging, and use other gases including oxygen or any se- 
ries of other combinations of gases, there is no use-by or freeze-by 
date, and they do in fact have a tendency to cause the color to be 
retained as long as the product is in the package. So virtually any 
product in a package is going to have delayed spoilage in terms of 
changes with microbiological content as well as color and other in- 
dicators. 

Mr. Whitfield. Were you going to say something. Dr. Post? 

Mr. Post. I’m just agreeing with him. 

Mr. Whitfield. OK. I yield back. 

Mr. Stupak. Ms. Schakowsky, questions? 

Ms. Schakowsky. I do. Let me see if I understand about the im- 
ported fish that we have. About 80 percent of the fish that we have 
is imported; is that correct? 

Dr. Acheson. That is correct. 
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Ms. ScHAKOWSKY. Would you say that almost all of it is pack- 
aged with CO? 

Dr. Acheson. I’ll ask Mr. Kraemer to try to give you an estimate 
as to what percentage of that is packaged with CO. 

Mr. Kraemer. I would say for all fish, it is a very small percent- 
age. But for tuna, we don’t know what the exact percentage is. But 
I would say it is a significant percentage. 

Ms. ScHAKOWSKY. And what percent of FDA tests show that the 
fish is actually decomposed or may have histamines — or do we 
know — of the inspected fish? 

Dr. Acheson. What I do know is that between 2001 and 2005 we 
had about 4,800 samples of decomposed fish. But what I don’t 
know — if we can find for the record — is what the denominator is for 
that. 

Ms. ScHAKOWSKY. Apparently we’ve been asking this question on 
this committee since May, and we really would like to get that in- 
formation from you. 

Dr. Acheson. OK. Sure. 

Ms. ScHAKOWSKY. Dr. Tarantino, isn’t it true that under FDA, 
that any substance that is a component or otherwise affects the 
characteristics of any food is considered a food additive? 

Ms. Tarantino. Yes, unless it is subject to one of the exemptions 
in that definition. 

Ms. ScHAKOWSKY. Isn’t it also true that as a food additive the 
substance is then subject to premarket review and approved by 
FDA unless it falls within one of those definitions? 

Ms. Tarantino. That’s right. 

Ms. ScHAKOWSKY. One of the major exclusions is GRAS are gen- 
erally recognized as safe under the conditions of its intended use, 
correct? 

Ms. Tarantino. Correct. 

Ms. ScHAKOWSKY. So today we’re discussing meat packaged in an 
atmosphere containing carbon monoxide and the exposure of sea- 
food to carbon monoxide before freezing. And these processes were 
determined to be GRAS. That’s correct, right? 

Ms. Tarantino. Yes. 

Ms. ScHAKOWSKY. Under 21 CFR, paragraph 170.35, the affirma- 
tion of GRAS status must occur through the notice and comment 
rulemaking process in which FDA publishes a notice in the Federal 
Register, allows 60 days for comments, evaluates the comments 
and then determines whether the substance is GRAS — Generally 
Recognized As Safe — is that correct? 

Ms. Tarantino. Or FDA to affirm that something is GRAS, 
that’s correct. We did not do that in this case. 

Ms. ScHAKOWSKY. Well, that’s really where I’m going. It says, 
however, GRAS notice 015, which allows tuna to be exposed to 
tasteless smoke, and GRAS notice No. 143, which allows meat to 
be packaged in an atmosphere containing carbon monoxide were 
both determined to be GRAS without following the notice and com- 
ment rulemaking process; isn’t that true? 

Ms. Tarantino. The GRAS exemption does not require FDA to 
participate in the GRAS determination at all. So in those cases, it 
was the party, the manufacturer, who made the determination that 
it was GRAS, and then voluntarily notified us of both its deter- 
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mination and all of the information and studies on which it based 
that determination, and gave us an opportunity to react to that and 
to see whether we had any questions or not. 

Ms. SCHAKOWSKY. So in other words, you’re saying that it is on 
the say-so — I’m trying to understand this process and how it differs 
from 21 CFR that the GRAS status must occur through the notice 
and comment rulemaking process which FDA publishes in the Fed- 
eral Register, comment period, et cetera. 

Ms. Tarantino. The regulation that you’re referring to is that 
if — how we do it if the FDA decides to make a statement that 
something is GRAS and to affirm the GRAS status. That is the cur- 
rent regulation for how to do that. As I say, people can determine 
GRAS status without coming to us, without notifying us, without 
coming to us at all. The GRAS notification procedure gives them 
an opportunity to voluntarily come to us and gives us an oppor- 
tunity to know better about what is in the food supply so that if 
there are safety issues or are issues about the GRAS status, we can 
raise questions about it. 

Ms. ScHAKOWSKY. OK. Well, forgive me, then. Are you saying 
that for something to be determined generally recognized as safe, 
who is the arbiter, then, of that? 

Ms. Tarantino. Experts, experts. The definition says generally 
recognized to be safe by experts who are qualified by training and 
experience to judge the safety of food. 

Ms. ScHAKOWSKY. And who can be those experts? Can these be 
experts that work for or are hired by the company seeking this 
GRAS 

Ms. Tarantino. They can be. But the information on which a 
GRAS determination is based is not just a company doing its own 
studies in its own laboratory and then submitting it to the Agency. 
That information needs to be generally known. So, often that is 
through publications in the peer-reviewed literature. It can be in 
many different ways. It can be through principles in chemistry as 
part of the reason for carbon monoxide. It can be a lot of different 
ways that the information is publicly known so those experts, 
wherever they are in the world, can see whether the information 
does support the safety or does not. 

Ms. ScHAKOWSKY. We are hearing today that there is some dif- 
ference among experts. And the GRAS notices that we’re talking 
about today were determined under a proposed rule dating back to 
1997. The proposed rule would replace the GRAS petition process, 
create a new GRAS notification procedure under the proposed rule, 
no notice, no comment process. And as you said, the FDA doesn’t 
perform its own research, but instead only looks at what the noti- 
fier has supplied in support of its GRAS determination. So essen- 
tially this is an ex parte process where FDA only considers the in- 
formation that the notifier wants it to. 

Ms. Tarantino. We also look at other data that is out in the 
public arena. We look at any information available to us in our files 
or available to us through the literature and the scientific basis. 

Ms. ScHAKOWSKY. It looks to me like this is just another example 
where the FDA has filed proposed rules instead of its own regula- 
tions. Under Federal law it is a well-settled rule that an agency 
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has to file its own regulations. So it looks to me like the FDA vio- 
lates the law by not doing this. 

Ms. Tarantino. If we were to affirm the GRAS status of a com- 
pound on our own, we would use notice and comment rulemaking. 
The regulation you are reading was a regulation we proposed to 
give a mechanism for those who wanted to get an opinion from us 
as to whether their GRAS determination was correct. That was one 
mechanism that we put in the regulations. 

The GRAS notification is a mechanism that we have also pro- 
posed and are using, which does the same thing. It allows people 
who have made a GRAS determination to come to us, to let us 
know what they are doing, what they’re selling, what they’re mar- 
keting, and gives us the opportunity to object if we see a problem 
with it. 

In many cases, when the process was very burdensome, people 
just didn’t come to us at all. So one of the big advantages of the 
notification process is it encourages people to come in with some 
regularity, we do object to their GRAS determination. 

Ms. ScHAKOWSKY. When something is determined to be generally 
recognized as safe, it is pretty hands-off then. 

Ms. Tarantino. No. There are processes by which we can go 
back and revisit those decisions and we 

Ms. SCHAKOWSKY. Like we think maybe today’s hearing might 
prompt 

Ms. Tarantino. No. The citizen petitions that have been filed are 
processes that have been developed specifically for that purpose. 

Ms. ScHAKOWSKY. Did you say some petitions? Oh, yes. The peti- 
tion on this, I was just told, is 2 years old. So how promptly is 

Ms. Tarantino. Well, I think everyone here has said we’re inter- 
ested in new information, and there has been a lot of information 
submitted to that docket on that petition up until quite recently 
that we are very interested in looking at. 

Ms. ScHAKOWSKY. And wouldn’t a notification and comment pe- 
riod make it easier to solicit other expert testimony as well as con- 
sumer input? Whether or not the FDA actually does its own test- 
ing? 

Ms. Tarantino. It would be one way, I suppose. But I think 
we’ve tried to accommodate that by making sure the people have 
notice that the notification is in and with the agency who submit- 
ted it, what it is for, as promptly as is feasible. 

Ms. ScHAKOWSKY. Dr. Acheson, I think, said that people know 
that meat is treated with CO. Wrong. I think that’s absolutely not 
true that most people think when they’re at the grocery store that 
the reason for that bright red color is because it has been treated. 
Hopefully, that word will get out more and will help people in their 
decision-making, but I don’t think at this point that is true. 

Thank you. 

Mr. Stupak. Thank you. 

Mr. Burgess, questions? 

Mr. Burgess. Thank you, Mr. Chairman. 

Dr. Tarantino, maybe you could expand or provide a little context 
for the answers to the questions you just gave Ms. Schakowsky. 
What would be the effect of expanding the comment process for de- 
termining whether a process was generally regarded as safe? 
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Ms. Tarantino. I’m not entirely clear how one would do that, but 
I suppose you could say that we could, in a final rule, for the GRAS 
notice process or in some part of the process, go out and explicitly 
seek comments. We do get comments on GRAS notices pretty regu- 
larly. 

Mr. Burgess. But expanding the notice and comment process, 
would that have the net effect of slowing things down? 

Ms. Tarantino. Oh, sure. 

Mr. Burgess. Well, we keep talking about 1997. I referenced it 
in my opening statement, and we heard it mentioned here again 
just a minute ago. What happened in 1997? 

Ms. Tarantino. In 1997, I think there was a general recogni- 
tion — no pun intended — that the process that we were using for 
doing petitions to look at whether something is GRAS was kind of 
an unusual situation. We had set up a petition process for people 
to ask us whether they need to petition us as a food additive, and 
we would say no, but it would take a long time because it was a 
very cumbersome rulemaking process. And the end result of that 
is that most people made their own GRAS determinations, went to 
market, and then depended on us to make a postmarket finding. 
If we disagreed with them, we’d have to take an enforcement ac- 
tion. 

Mr. Burgess. We already talked about the timelines to some de- 
gree. Again, are we talking about days, weeks, months, years or 
decades? 

Ms. Tarantino. Years. It was years. So it was a big disincentive 
for people to come to us and tell us about what they were planning 
to market. 

As to the process we did, one of the main reasons was to make 
it a more efficient process while encouraging people to come to us 
so we would have a much better view of what was in the market- 
place, what was being developed, what the new technologies were, 
and that if we did have an issue, we could review what was sent. 
We could review the information that was out there publicly, and 
if we had an issue or a concern, we could express that concern 
right away. 

Mr. Burgess. So, in other words, the agency made the decision, 
rather than to be punitive, they’d try to be helpful? 

Ms. Tarantino. That certainly was a better way of going about 
it to do it ahead of time so that we wouldn’t need to use enforce- 
ment resources, but have the review done before it went to market. 

Mr. Burgess. Well, since it seems to be the object of a lot of dis- 
cussion — I’ve got to tell you. I’m kind of mystified as to why we’re 
having this hearing. There are a lot of other things we could be 
talking about — salmonella, E. coli, you name it — ^but we’re talking 
about bugs that I can hardly pronounce. 

What would be required just to simply close up this process — 
close up the rulemaking process and get a determination on the 
rulemaking process? From 1997 to 2007, that’s a decade. Even for 
a slow-moving Federal agency, that seems like a reasonable 
amount of time. 

Ms. Tarantino. We are all very interested in closing that out 
and in writing a final rule to put this process in the regulations. 

Mr. Burgess. So, as a practical matter, what is left to do? 
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Ms. Tarantino. To make sure that, in the intervening years, 
nothing has changed. And we may look for additional comments to 
see if anything has changed, but we want to get that final rule out 
as much as anyone does. 

Mr. Burgess. Well, in the intervening decade a lot has changed. 
We’re getting much more of our foods from — we’ve already heard 
in other panels before this committee that we’re getting an enor- 
mous number of our foodstocks imported from overseas. It seems 
to me that the American public would be better served if we were 
to allow the agency to be a little bit more flexible, a little bit more 
agile about responding to these new threats that are coming in, 
and we, yet, seem to be mired in the 1997s and not able to move 
forward. 

Ms. Tarantino. The process we are operating under now is oper- 
ating under that proposal because it was a voluntary process. 

Mr. Burgess. Do you feel like it’s working? 

Ms. Tarantino. I do very much. I think it works quite well. 

Mr. Burgess. Would you be in favor of our turning the clock 
back and going back to 1997 or prior to 1997? 

Ms. Tarantino. Before? Personally, no. 

Mr. Burgess. You don’t think that American public safety would 
be greatly enhanced by doing that? 

Ms. Tarantino. No. I believe the current processes are very pro- 
tective of public health. 

Mr. Burgess. Would it be detrimental to go back to the type of 
processes that we had prior to 1997? 

Ms. Tarantino. I think it would be much more resource-inten- 
sive, and it would be hard to know whether you would get very 
much benefit from it. 

Mr. Burgess. OK. Thank you. You’ve been very candid with your 
answers, and I appreciate that. 

We’ve got a lot of doctors on the panel. Do we have a lawyer? 
Someone needs to help me with this term “ex parte” because it 
keeps coming up. Being a simple country doctor, is that like a uni- 
lateral comment that’s made? Let me just ask anyone on the panel, 
either the FDA or the USDA. Does it violate some process, or is 
it in any way illegal to have these ex parte comments on regulation 
or guidance? 

Dr. Acheson. I personally cannot answer your question. I don’t 
know. Maybe one of my FDA colleagues can. I would have to get 
back to you with an answer for that. 

Mr. Burgess. OK. It keeps coming up. We saw it in the major- 
ity’s report to the committee. 

Mr. Burgess. Kind of going back to carbon monoxide for just a 
moment, either Dr. Acheson or Mr. Kraemer, does the FDA have 
any concerns about the safety and the use of the 0.4 percent atmos- 
pheric carbon monoxide in packaging? 

Dr. Acheson. From a safety perspective, we do not. 

Mr. Burgess. Can we regard it as simply a packaging material? 
We’ve already heard in the last round of questioning I had that it’s 
volatile; it goes away when the food is cooked. So, from the consum- 
er’s perspective, is it any different from the cellophane that helps 
to keep the food fresh? 
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Dr. Acheson. It’s considered by us to be a fixative, a preserva- 
tive of color. It has got nothing to do with freshness per se. It’s 
color. 

Mr. Burgess. It’s coloration. So is it bound by the same rules 
that other coloration agents are held to? 

Dr. Acheson. Well, my understanding — and I’ll ask Dr. 
Tarantino to clarify — is that it’s bound by preservative approaches 
as opposed to that it’s not considered to be a color additive. 

Mr. Burgess. Oh, it’s not a color additive. 

Ms. Tarantino. Right. It is a color fixative, which is different 
from a color additive. A color additive imparts new color. 

Mr. Burgess. So, as a scientific matter, there is a difference be- 
tween a fixative and an additive? 

Dr. Acheson. Yes. A fixative maintains color as is. An additive 
is, by definition, an addition. 

Mr. Burgess. Is there any difference in the use of carbon mon- 
oxide in seafood products as opposed to meat products? 

Dr. Acheson. Well, what do you mean? 

Mr. Burgess. Does the FDA have a view as to the carbon mon- 
oxide used in seafood, in fish products? Is it identical in all respects 
as a fixative in fish products as it is in meat products? 

Dr. Acheson. Yes. 

Mr. Burgess. OK. Thank you, Mr. Chairman. I yield back a 
minute and a half. 

Mr. Stupak. Thank you, Mr. Burgess. 

Mr. Dingell for questions, please. 

Mr. Dingell. Mr. Chairman, thank you. 

This question is to Dr. Tarantino. 

Doctor, what record was completed by the FDA in connection 
with the issuance of whatever rule was issued by Food and Drug 
with regard to the CO insertion into the packaging? Was there any 
record established at all by Food and Drug on this matter? 

Ms. Tarantino. There is an administrative file for each of the 
GRAS notices. 

Mr. Dingell. Was there any action taken by Food and Drug 
which would comply with the requirements of the Administrative 
Procedures Act? If so, what? Was there a finding made that the ac- 
tions of Food and Drug were in compliance with the Administrative 
Procedures Act? 

Ms. Tarantino. The notification to the agency was made volun- 
tarily by companies who chose to notify us 

Mr. Dingell. What about consumer groups? Was there ever no- 
tice given to the public? 

Ms. Tarantino. The 

Mr. Dingell. Yes or no? Was there notice given to the public? 
Was notice filed in the Federal Register? 

Ms. Tarantino. The notices were put on the Web. 

Mr. Dingell. On the Web. They were not printed in the Federal 
Register? 

Ms. Tarantino. No. We were using the Web. 

Mr. Dingell. What responses were received? How many? 

Ms. Tarantino. On the notices for the meat, I do not believe we 
got any comments between the time that we put the notice on the 
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Web and when we made the final decision. On tuna, we may have. 
I think we did, but I’d have to check. 

Mr. Dingell. So the answer is you don’t know? 

Ms. Tarantino. As I said, I think we did for tuna. 

Mr. Dingell. Does anybody at Food and Drug know? 

Ms. Tarantino. We can find out and get back to you. 

Mr. Dingell. Don’t you think you ought to be able to answer 
that question when you’re appearing here to discuss these matters? 
It would seem so to me. 

Dr. Acheson. Sir, we try to be as prepared as we can, but cer- 
tainly there are times when we just don’t have all the information. 
We’d be happy to get back to you for the record on that. 

Mr. Dingell. I find myself surprised. 

Now, Dr. Tarantino, why are there no e-mails, drafts or like doc- 
uments that would indicate your thinking as the carbon monoxide 
questions were under consideration that have been produced to this 
committee? Are there such documents? Are there such e-mails? Are 
there such drafts in the records of Food and Drug? 

Ms. Tarantino. We have made an attempt to be responsive to 
your 

Mr. Dingell. All right. I’m going to ask you to submit them to 
the committee, all of them. 

I’m going to ask unanimous consent, Mr. Chairman, that the 
record remain open so that they may be submitted and may be in- 
cluded. 

Now, why have several documents regarding communications 
with the Office of Chief Counsel regarding seafood been produced 
from the Office of Seafood files, but there’s nothing regarding the 
meat decisions? Can you answer that question? 

Ms. Tarantino. We have produced everything we have found 
thus far, and we are continuing to look. 

Mr. Dingell. So you don’t have anything with regard to the 
meat decisions? 

Ms. Tarantino. Only the things that have been produced thus 
far are what we’ve found so far. 

Mr. Dingell. Now, were the lawyers consulted on this matter? 

Ms. Tarantino. No, not that I recall. 

Mr. Dingell. So they were not consulted. 

Mr. Highbarger, why were no e-mails or other documents from 
your office produced until last week when the Office of Legislation 
was attempting to have you removed from the witness list? 

Mr. Highbarger. I just found those e-mails. I don’t have a better 
answer. 

Mr. Dingell. When were you first asked to search for documents 
relative to this committee’s request? When did you deliver the e- 
mails and to whom? Please answer the question. 

Mr. Highbarger. Early August. 

Mr. Dingell. Mr. Chairman, we will submit a letter to the wit- 
ness requesting more specific answers as to when, what was sub- 
mitted and why. 

Now, Mr. Highbarger, since you were charged with the respon- 
sibility of analyzing the submissions relative to the question of car- 
bon monoxide meat, why do none of your e-mails reflect any analyt- 
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ical work from you or the colleagues that were asked to also opine 
on the submissions? Please tell me why. 

Mr. Highbarger. Because there was no analysis to discuss. It 
was simply do you have any questions about the validity of the 
studies, and does it cover the entire — does it encompass it. 

Mr. Dingell. So you’re saying you did no analysis; is that what 
you’re telling me? 

Mr. Highbarger. My scientific reviewers reviewed the data sub- 
mitted. 

Mr. Dingell. I find myself curious. How do you come to a deci- 
sion at Food and Drug if you don’t analyze those questions? 

Mr. Highbarger. It’s not me, personally, who is doing the analy- 
sis. We have a team of scientists who are reviewing the data. At 
the end of the period of time, they tell us. We have no questions 
about the submission. 

Mr. Dingell. All right. Let me ask you this: You have produced 
no records whatsoever from that group to this committee, have 
you? 

Mr. Highbarger. Just e-mails that I sent you. 

Mr. Dingell. Are there such records? 

Mr. Highbarger. I would have to talk to my reviewers to see if 
they have any. I don’t know. 

Mr. Dingell. You have been requested to deliver those records; 
have you not? 

Mr. Highbarger. I’ve delivered everything that I have found so 
far. 

Mr. Dingell. You have delivered everything that you have found 
so far. Is this to have us believe, then, that we have everything 
that is in Food and Drug’s files, and, if you submit nothing more, 
that there is nothing more to support the decision of Food and 
Drug? Is that right? 

Mr. Highbarger. We are continuing to look for additional data. 

Mr. Dingell. You’re continuing to look. OK. 

Now, kind of inform me. Has Food and Drug ever come to a deci- 
sion on the application with regard to the carbon monoxide and its 
use in the packaging of meat and fish products? Is there a formal 
ruling or some action that has been taken. Dr. Tarantino, by Food 
and I)rug? 

Ms. Tarantino. There is not a formal ruling or action. What we 
did was respond to those who made their own GRAS determination 
as to whether we had a concern. 

Mr. Dingell. So you essentially took no action; is that right? 

Ms. Tarantino. That’s right. 

Mr. Dingell. And the folks in the industry are now out busy 
using this device without any formal ruling by Food and Drug; is 
that right? 

Ms. Tarantino. That’s correct. 

Mr. Dingell. That’s rather curious, isn’t it? Is that the regular 
practice at Food and Drug just to hold a proceeding, arrive at no 
decision, and then let everybody do what they want to do? 

Ms. Tarantino. If a substance is GRAS under its conditions of 
use, they may use it without a formal ruling from FDA. That is cor- 
rect. 
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Mr. Dingell. Do you have any opinions by the lawyers at the 
Food and Drug or at the Department of Health and Human Serv- 
ices saying that this is the proper procedure for Food and Drug to 
take in this matter? 

Ms. Tarantino. The GRAS notice procedure has been reviewed 
by attorneys, yes. 

Mr. Dingell. What rulings do you have from the lawyers saying 
that this is a proper procedure for Food and Drug to take? 

Ms. Tarantino. Well, the attorneys reviewed the proposal that 
we published in 1997. 

Mr. Dingell. The attorneys reviewed the proposal, but the attor- 
neys, what did they do after they had reviewed the proposal? Did 
they say this is proper or not proper? 

Ms. Tarantino. We published the proposal, so it was with their 
concurrence, yes. 

Mr. Dingell. Did they say it was proper? 

Ms. Tarantino. Yes. 

Mr. Dingell. Do you have a written opinion on that from the at- 
torneys? 

Ms. Tarantino. We have their sign-off on the proposal from 
1997. 

Mr. Dingell. The sign-off. What does that mean? 

Ms. Tarantino. They concurred. 

Mr. Dingell. Why did the attorneys not come forward with a 
written finding on this? They did not come forward with any writ- 
ten finding. They just signed off. What does that mean? 

Ms. Tarantino. The proposal laid out what we were planning to 
do as to how we would run a program for doing GRAS notices, for 
reading GRAS determinations. 

Mr. Dingell. Has this matter ever been finalized? Has there 
ever been a final order by Food and Drug on this matter? 

Ms. Tarantino. We’re working on that. 

Mr. Dingell. Now, how long has it been that you have been 
working on it? 

Ms. Tarantino. Too long. The proposal was issued in 1997. 

Mr. Dingell. How long has it been that this process has been 
used? 

Ms. Tarantino. Almost 10 years. 

Mr. Dingell. Ten years. You’re still working on it? 

Ms. Tarantino. We’re working on finalizing the regulations that 
would underpin the proposal. 

Mr. Dingell. When do you expect to have the matter finalized? 

Ms. Tarantino. I can’t answer that. 

Mr. Dingell. What comments have you received from consumer 
groups on this matter? 

Ms. Tarantino. We certainly received comments. I don’t know. 
I would have to go back and look at the comments from consumer 
groups. 

Mr. Dingell. Do you have a formal record to support the find- 
ings? 

Ms. Tarantino. We have an open docket with the comments, and 
we have a record that supports the proposal. 
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Mr. Dingell. Do you have an opinion from your attorneys that 
this complies with the requirements of the Administrative Proce- 
dures Act? 

Ms. Tarantino. The GRAS proposal? Yes. 

Mr. Dingell. Do you have an opinion that says that it’s proper 
for them to proceed, to continue, under the process they have with 
regard to the carbon monoxide gas being used in packaging without 
formal approval by the Food and Drug? 

Ms. Tarantino. Not specifically about the meat packaging, no. 

Mr. Dingell. Well, Mr. Chairman, it looks like Food and Drug 
is in need of reform, and I guess we’re going to have to give it. 
Thank you, Mr. Chairman. 

Mr. Stupak. Thank you, Mr. Dingell. 

Mr. Whitfield. May I just do a quick follow-up here. 

Mr. Stupak. Sure. 

Mr. Whitfield. Dr. Tarantino, just to make sure I understand 
this, in 1997, the Congress passed the Food and Drug Administra- 
tion Modernization Act of 1997, which created a notification proce- 
dure for food contact substances; is that correct? 

Ms. Tarantino. That’s correct. 

Mr. Whitfield. Under that law, the FDA has three methods to 
adopt a substance as GRAS. One, you can list the substance in 
your own regulations; is that correct? 

Ms. Tarantino. Yes. That has nothing to do with the food con- 
tact substance part, but go ahead. 

Mr. Whitfield. OK. All right. 

Well, on the approval of the GRAS substances, let me talk about 
that. You can adopt that yourself in your own regulations? 

Ms. Tarantino. Right. 

Mr. Whitfield. Or you can rely on industry self-determination 
of the substance. 

Ms. Tarantino. Correct. 

Mr. Whitfield. Or you can make this substance the subject of 
a GRAS notice. 

Ms. Tarantino. Correct. 

Mr. Whitfield. Those are the three options available; is that 
correct? 

Ms. Tarantino. Correct. 

Mr. Whitfield. OK. I have no further questions. Thank you. 

Mr. Stupak. Hearing nothing further from the Members, this 
panel will be dismissed. Thank you. 

Mr. Stupak. Our second panel of witnesses will be Mr. Mike 
Picchietti, the president of Regal Springs Trading Company and a 
member of the American Coalition for Tilapia; Ms. Nancy Donley, 
president of the S.T.O.P. Organization, which stands for Safe Ta- 
bles Our Priority; and Ms. Wenonah Hauter, executive director of 
the organization of Food & Water Watch. 

It is the policy of this subcommittee to take all testimony under 
oath. Please be advised that witnesses have the right, under the 
rules of the House, to be advised by counsel during your testimony. 

Do any of you wish to have counsel? 

The witnesses have indicated not. Therefore, I will ask you to 
please stand and to raise your right hands to take the oath. 

[Witnesses sworn.] 
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Mr. Stupak. Let the record reflect all witnesses answered in the 
affirmative. They are now under oath, including with their opening 
statements. 

We will go with Mr. Picchietti for your opening statement for 5 
minutes. Your full statement will he part of the record. 

STATEMENT OF MIKE PICCHIETTI, PRESIDENT, REGAL 

SPRINGS TRADING COMPANY MEMBER, AMERICAN COALI- 
TION FOR TILAPIA, BRADENTON, FL 

Mr. Picchietti. Thank you, Chairman Stupak, Ranking Member 
Whitfield and members of the subcommittee, for the opportunity to 
testify regarding the consumer deception with tilapia fish that have 
been artificially colored using carbon monoxide. 

Throughout the United States, frozen carbon monoxide-gassed 
tilapia fillets are routinely being removed from import packaging 
and placed into fresh seafood counters to be thawed out and sold 
as refreshed or previously frozen or simply, unethically, as fresh 
tilapia fillets. The misidentification and the total lack of identifica- 
tion of carbon monoxide as an ingredient is now widespread for 
tilapia, and from what I’ve learned today, there is no “use by” date 
in the fresh counters at all. 

The issue that unites this group of competitors, our ad hoc coali- 
tion, that produces approximately 80 percent of fresh tilapia fillets 
for the U.S. market is the impact that carbon monoxide-gassed 
tilapia is having on our businesses and on the potential of long- 
lasting harm on the current positive image that tilapia has on the 
market. 

We are here today because of our concern in losing the trust and 
confidence for tilapia with the American consumer because of this 
disguised practice of keeping the knowledge of carbon monoxide as 
an ingredient from the consumer. What concerns us is that the 
American consumer is not aware of what they are buying and eat- 
ing. How could they be if it is not labeled? Most Americans realize 
that carbon monoxide is a very common poison, and therefore, 
using it as an ingredient is alarming. 

According to the current United States National Marine Fishery 
Service import statistics, 125 million pounds of frozen tilapia fillets 
have been imported from China into the United States through Au- 
gust of this year. Members of the American Coalition for Tilapia es- 
timate that at least 70 percent of this volume of product is gassed 
with carbon monoxide. Therefore, that’s about 88 million pounds of 
frozen carbon monoxide-gassed fillets that have been consumed by 
Americans so far. That’s approximately 176 million meals of carbon 
monoxide-gassed tilapia that have been consumed in the first 8 
months of this year. 

To illustrate industrywide uneasiness surrounding this trade in 
carbon monoxide seafood products, buyers and sellers use a kind of 
code terminology to identify trade of the product. Names like “cold- 
smoked,” “izumidai,” “sashimi grade,” and “CO” are all used to 
identify carbon monoxide-treated product rather than using the 
correct name to identify carbon monoxide. At the consumer level 
every attempt is made to keep the identification disguised at the 
point of purchase. Given all the exotic names, the ingredient is 
nothing more than the carbon monoxide molecule. 
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Without using CO, frozen tilapia fillets turn brown when thawed 
out just like fresh fillets do in the natural aging process. From a 
competitive standpoint, frozen tilapia fillets produced in China are 
much cheaper than fresh tilapia fillets produced in the Americas, 
frequently by as much as 75 percent less. Thawing out CO-gassed 
Chinese frozen tilapia fillets for sale in the fresh counter has be- 
come one of the most profitable seafood items in the category. 

Fresh fillets from our coalition cost more to produce and to de- 
liver because we deliver by expensive airfreight, rushing to beat 
the negative impact of time and temperature on the shelf life of our 
product. Our products are untreated and more perishable because 
they are never frozen. We have to rush to maintain the red and 
natural fresh colors without the aid of preservatives like carbon 
monoxide treatments. If a vendor can simply use carbon monoxide 
on a cheaper product without the risk of a consumer’s asking ques- 
tions about the ingredient because there is no label, why buy true, 
fresh tilapia? 

We understand the right of choice and the effort of the vendors 
to provide value to the consumer. The cost advantage of frozen 
product will provide ongoing sales for Chinese tilapia. We feel Chi- 
nese frozen tilapia sales will continue to find a healthy growth 
without the need for using carbon monoxide. We have no problem 
with that. America needs low-cost fish to meet the demands of a 
healthy diet and the decreasing wild catch. 

What we find objectionable is competing on an uneven playing 
field against a product that is chemically enhanced and then 
unlabeled so the consumer will misperceive the ingredient-en- 
hanced bright pink or red color as a sign of freshness, which is far 
from the truth. 

This deceptive practice has been going on for 10 years. The 
American Tilapia Association visited the Food and Drug Adminis- 
tration in the spring of 1998 to protest this carbon monoxide fraud. 
During the meeting with the FDA’s Office of Seafood, arranged by 
the National Fishery Institute, the FDA indicated that it did not 
consider carbon monoxide in seafood a public health risk, but they 
understood that economic fraud could take place. They concluded 
that they did not have the manpower to enforce the law, and so the 
issue was one that producers would have to deal with. I was per- 
sonally present at the meeting and have witnessed the develop- 
ment of this issue for the last 10 years. It has taken 10 years for 
someone inside the Government to finally ask the same questions 
about carbon monoxide in seafood. 

Following the FDA’s recommendation of nearly 10 years ago, we 
made repeated attempts to address the issue from within the in- 
dustry. In our opinion, it’s clear the problem will not be solved vol- 
untarily from within the industry. The market has grown so large 
and so profitable that producers using carbon monoxide are unwill- 
ing to voluntarily forego these easy profits. There is no risk since 
there is no enforcement or clarity on the labeling laws. It has been 
a domino effect. Vendors are pressured to sell these CO products 
to remain competitive. 

We believe the best way to protect the American consumer is ei- 
ther to legislate effective labeling or to ban this carbon monoxide 
use in tilapia, because enforcement has proved impossible. We fear 
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the worst case, that the American consumer will place a blanket 
of distrust over all tilapia products if this carbon monoxide issue 
continues its disguised status. The consumer would be justified in 
seeking revenge against an industry that was unable to control 
such massive fraud. 

The bottom line is that this carbon monoxide GRAS approval is 
a passport for fraud. The wholesome image we worked so hard to 
establish for tilapia could be destroyed by this deceptive practice. 
We hope the investigations will shed light on this practice so we 
can find a solution before it’s too late. 

Thank you. 

[The prepared statement of Mr. Picchietti follows:] 
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Thank you Chairman Stupak, Ranking Member Whitfield, and Members of the 
Subcommittee for the opportunity to testify today regarding consumer deception with 
Tilapia fish that have been artificially colored using carbon monoxide. 

I am testifying on behalf of the American Coalition for Tilapia (ACT), an ad hoc 
coalition comprised of three of the largest fresh tilapia producers, who represent at least 
80% of the fi'esh tilapia fillets being produced for the North American Market. The 
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concern that unites this group of competitors is the adverse impact that carbon monoxide 
adulterated Tilapia had on our businesses, the United States market, and the American 
consumer. 

Several members of the American Coalition for Tilapia were industry pioneers 
from the early 1990’s and played key roles in developing the market for fresh Tilapia. 

All ACT members have been unified in their drive to consistently deliver a high quality, 
unadulterated, additive-free, wholesome, fresh and never frozen Tilapia fillet to every 
American consumer. The longstanding efforts of all ACT producers have been admirable; 
Tilapia has gone from an unknown product to a widely recognized and healthy source of 
nutrition for all Americans. 

Pioneering American Coalition for Tilapia members took on significant risks in 
the early 1990’s, investing in emerging democracies in Latin America and in an industry 
that barely existed and was considered highly risky. In spite of these challenges, we have 
succeeded and are now able to consistently deliver sustainable supplies of fresh Tilapia to 
the American market. It is a tremendous success story, not only from a business point of 
view, but also from a social and environmentally sustainable perspective. The Tilapia 
farming industry has created tens of thousands of low skilled jobs in some of the poorest 
areas in Latin America. We are also considered a “green industry.” For the past two 
years, American Coalition for Tilapia members has been actively engaged with the World 
Wildlife Fund to certify our sustainable farming practices. Our operations are transparent, 
our products do not use preservatives, and we follow the laws of our host countries and 
the United States of America. Most importantly of all, we have earned the tmst of the 
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American consumer, which has made tilapia the fastest growing seafood choice in 
America. 

We are here today because of our concern in loosing the trust and confidence for 
tilapia with the American consumer. The American Coalition for Tilapia members are 
facing significant financial challenges and public relations risks that are directly linked to 
the economic deception caused by the staggering number of imports of carbon monoxide- 
treated frozen Tilapia fillets from China and other Asian countries. What concerns ACT 
the most is that the American consumer is being deceived. Every month, millions of 
pounds of carbon monoxide-treated frozen Tilapia fillets are entering the United States. 
These chemically enhanced products are being sold to, and consumed by, the average 
American consumer, without complete knowledge that carbon monoxide is an ingredient. 

According to current United States National Marine Fisheries import statistics 
(See Table NMF51); 125,000,000 pounds (57,181,343 kilos) of frozen tilapia fillets have 
been imported from China into the United States through August of this year (2007), 
Members of the American Coalition for Tilapia estimate that at least 70% of this volume 
of product is gassed with carbon monoxide. We therefore estimate that 88,000,000 
pounds of frozen carbon monoxide-gassed tilapia fillets have been consumed by 
Americans so far this year. Working with the assumption that an average meal size is 
around one-half pound, a total of 176 million meals of carbon monoxide-gassed Tilapia 
have been consumed through the first eight months of this year. The observation we have 
made is that a majority of this volume is consumed without the knowledge that carbon 
monoxide was used as an ingredient. 
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The decision of the American Coalition for Tilapia to come forward has not been 
an easy one. Many members have customers who buy these carbon monoxide-treated 
products as well as our own. However we have received enough support to urge us on in 
trying to find clarity on this FDA oversight. Many of our collogues and customers within 
the seafood industry continue to be surprised, frustrated and morally challenged trying to 
work within the challenges this generally regarded as safe (GRAS) approval has Imposed 
on them. Many industry colleagues expected the FDA to rescind the GRAS approvals, at 
least for industrial carbon monoxide. 

The Food and Drug Administration of the United States has previously 
determined that carbon monoxide in seafood is GRAS and therefore does not pose a 
health risk to the American consumer. While we dispute this finding, the fact remains 
carbon monoxide is being added to the product and is therefore, by law, considered an 
ingredient. According to FDA requirement 21 CFR 101, any ingredient must be labeled 
at point of purchase to make the consumer aware it has been used on the product. At the 
import level, we believe a lot of the product is in fact being labeled according to or close 
to FDA requirements. However, at multiple distribution levels within the United States, 
carbon monoxide ingredient identity is being misrepresented or simply removed 
altogether. In fairness to FDA we think their GRAS approval for Hawaii International 
for tasteless smoke on Tuna never anticipated the widespread use of CO on so many 
species of fish at such massive volumes. For this reason, our logic is if the FDA is unable 
to manage or enforce the labeling laws they should rescind the GRAS approvals until it 
can be managed. 
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To demonstrate the deceptive ambience surrounding this trade in carbon 
monoxide products, buyers and sellers use a kind of code terminology to identify trade of 
this product. Names like “Cold Smoked,” “Izumi Dai,” “Sashimi Grade” and “CO” are 
all used within the trade to identify carbon monoxide treated product. Even when labeling 
attempts are made using the scientific acronym for the carbon monoxide molecule “CO” 
does not identify the common name understood by most consumers for carbon monoxide. 
In this day and age of “Buyer Beware,” one should become very suspicious when 
deceptive terms or exotic-sounding names are used to identify what is nothing short of 
chemically treated seafood. We believe the American consumer deserves better. 

Throughout the United States, frozen carbon monoxide-gassed Tilapia fillets are 
routinely being removed from import packaging and placed into fresh seafood counters, 
to be thawed out and sold as refreshed, or previously frozen, or simply and unethically as 
fresh Tilapia fillets. Misidentification and total lack of any identification of carbon 
monoxide as an ingredient is now widespread. 

From a competitive standpoint, frozen Tilapia fillets produced in China are much 
cheaper than fresh Tilapia fillets produced in the Americas, frequently by at least 75%. It 
has become one of the most profitable seafood items in the grocery counter. The Chinese 
product is cheaper from a production and distribution standpoint. Fresh fillets from 
American Coalition for Tilapia cost more to produce and deliver, especially because we 
charge to deliver quicker since our true fresh fillets are all natural and more perishable. 
We also have to maintain the red and natural flesh colors without the aide of 
preservatives like carbon monoxide treatments. True fresh fillet have to be flown into the 
United States and moved quickly to maintain quality and shelf life. Frozen product, on 
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the other hand, can be transported and stored more economically and with fewer losses at 
the store level. Vendors can simply unwrap the frozen fillet packaging and put the fillets 
into the fresh case, thaw them out over a few hours time and with carbon monoxide in the 
blood of the fillet, the adulterated products will maintain their heightened red fresh 
looking blood colors for weeks on end. 

The cost advantage alone will provide on-going sales for the Chinese tilapia. We 
feel Chinese frozen tilapia sales will still find healthy growth without the need for using 
carbon monoxide. What we find objectionable is competing on an uneven playing field. 
While many experienced industry insiders will avoid buying these artificial looking 
fillets, the average American consumer will misperceive the bright pink or red color as a 
sign of freshness. Nothing could be further from the truth. We feel it is hard enough 
competing with low cost Chinese production on price, having to do so with deceptive 
labeling in addition is unacceptable. 

This deceptive practice has been going on for ten years. The American Tilapia 
Association visited the Food and Drug Administration in the spring of 1 998 to protest this 
carbon monoxide fraud. During a meeting with the FDA’s Office of Seafood that was 
arranged by the National Fisheries Institute, the FDA indicated that it did not consider 
carbon monoxide in seafood a public health risk but they understood that economic fraud 
could take place. They concluded that they did not have the manpower to enforce the law 
and so the issue was one that producers would have to deal with. I was personally present 
at that meeting and have witnessed the developments of this issue for the last ten years. It 
has taken ten years for someone inside our government to finally ask these same 
questions about carbon monoxide in seafood. 



370 


Following the FDA’s recommendation of nearly ten years ago, repeated attempts 
have been made to address this issue from within the industry. Our concerns have been 
voiced within the industry and published in trade magazines {Googleintraflsh carbon 
monoxide), yet the practice continues and expands every year. We have also tried to 
influence our trade organizations about the potentially severe consumer public relations 
risks associated with this issue coming before the public eye. The indirect association of a 
poisonous gas with carefully crafted wholesome image of our members’ fresh farmed- 
raised Tilapia remains at the forefront of our concern. While many companies in the 
foodservice and grocery sectors have removed or never used carbon monoxide-treated 
Tilapia, confusion continues to reign in the market. Well intentioned buyers and sellers 
are under pressure to use this product to compete in their marketplace. Carbon monoxide 
use has become common knowledge and routine for everyone except the end user i.e., the 
American consumer. 

In our opinion, it’s clear the issue will not be solved from within the industry 
because it has gotten so big and so profitable that it’s simply too valuable to volunteer to 
give up the profits. We firmly believe the only effective solution is through legislation. 

Our position is that the consumer should be made aware of the choice they are 
making in their purchase, the law says so. This especially holds true when it is a choice 
being unduly influenced by the purposeful manipulation of the appearance of the fish 
with an artificial ingredient. Our conclusion is that there are consumers that may not want 
to eat carbon monoxide fish even at the cheaper price and even if our very own FDA is 
telling them it is “generally regarded as safe.” The majority of consumers right now 
simply have no clue they are buying tilapia saturated with carbon monoxide gas. 
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Members of the American Coalition for Tilapia believe it is not unreasonable to 
demand that the ingredient label law be applied and enforced industry-wide. Furthermore, 
we feel the consumer should be permitted to see natural spoilage rates of fresh Tilapia 
rather than viewing artificially enhanced and preserved Tilapia products. 

Our nightmare is when Mr. and Mrs. America goes home, looks up carbon 
monoxide in Webster’s dictionary, and finds it defined as; a colorless, odorless, highly 
poisoness gas - and then seeks revenge on all Tilapia producers. We are afraid those that 
are trying to do the right thing will be punished and the sustainability of our industry 
compromised. The image and “marketability” of carbon monoxide as a legitimate 
ingredient is somehow hard to swallow. (See photo ’s of gassing process) We fear the 
American consumer will place a blanket of distrust over all Tilapia products if this carbon 
monoxide issue enters the public media mainstream. Frankly, the consumer would be 
justified in seeking revenge against an industry that was unable to control such a massive 
fraud. The bottom line is that this carbon monoxide issue is a passport for fraud in our 
food industry. 

We hope you consider this bill as we feel the FDA GRAS approval for Tuna 
has had an impact far greater than it was intended. I would be pleased to answer any 
questions from the Committee. 


THANK YOU 
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Key Points - Carbon Monoxide Treated Tilapia Filiets 


1 . ACT (American Coaltion for Tilapia) is an ad hoc group of American companies 
engaged in the business of production and import of tilapia (fish) in Central and South 
America. 

2. ACT members were pioneers in the development of tilapia in the US market and their 
sales currently represent about 95% of the fresh tilapia fillets sold in the United States. 

3. The underlying purpose of our coalition is to create consumer awareness of the food 
safety issues and potential consumer fraud as it relates to the common practice of treating 
tilapia fillets with carbon monoxide. 

4. The vast majority of carbon monoxide treated tilapia fillets enter the US market as frozen 
fillets imported from China. 

5. American consumers have purchased 88,000,000 lbs. of Carbon Monoxide treated tilapia 
fillets imported from China YTD in 2007 

6. The US Food and Drug Administration has granted Carbon Monoxide treated seafood 
GRAS (Generally Regarded as Safe) status as a preservative. (CO treated seafood is 
banned in the EU, Japan and Canada) 

7. The FDA requires Carbon Monoxide to be labeled as an ingredient but lacks enforcement 
capabilities. 

8. Carbon Monoxide intensifies the red color of fish flesh and disguises the natural aging 
(browning) process of fish fillets. This opens the door to consumer fraud. 

9. Many American consumers routinely purchase CO treated “thawed” tilapia fillets 
(fraudulently) sold as fresh fillets at retail seafood counters. Fillets they think are fresh 
could be months old. 

10. Great quantities of unlabeled or mislabeled Carbon Monoxide treated tilapia fillets are 
sold regularly to American consumers at both the retail and foodservice level. 

1 1 . The quality of frozen tilapia fillets from China fillets vary greatly in quality and the 
practice of thawing CO treated fillets presents a serious risk to the image of tilapia to the 
American consumer. 

12. The American consumer has a right to know the fish they are buying at retail or eating in 
a restaurant has been treated with Carbon Monoxide so they can make an informed 
buying decision. 

13. The FDA should consider an outright ban on the use of Carbon Monoxide on fish fillets. 





374 


National Marine Fisheries Service 
Fisheries Statistics and Economics Division 


You asked for the following 
Trade Type; IMPORTS 

Month: August Data is cumulative from January through August. 

Year: 2007 

Product: TILAPIA 

Current data through September, 2007. 
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Mr. Stupak. Thank you. 

Ms. Donley, your opening statement, please. 

STATEMENT OF NANCY DONLEY, PRESIDENT, SAFE TABLES 
OUR PRIORITY, NORTHBROOK, IL 

Ms. Donley. I would like to thank you. Chairman Stupak and 
members of the subcommittee, for giving consumers an opportunity 
to weigh in on a subject that is critical to our very existence, and 
that is the safety of our food. 

My name is Nancy Donley, and I am the president of S.T.O.P., 
Safe Tables Our Priority. S.T.O.P. Is a national grassroots, non- 
profit organization whose mission is to prevent illness and death 
from pathogens in the food supply. Our work involves sound policy 
advocacy, building awareness of food-borne risk and its manage- 
ment, and providing victim assistance. I personally became in- 
volved in food safety after the death of my 6-year-old son Alex from 
E. coli 0157:H7 poisoning in 1993. 

It is very important to emphasize that modified atmospheric 
packaging systems, or MAPs, have been used for years. The tradi- 
tional MAP system for meat includes the use of carbon dioxide and 
nitrogen, which provides an antimicrobial benefit. The current de- 
bate centers on the addition of small amounts of carbon monoxide 
into this mix. Adding carbon monoxide creates a chemical reaction 
that changes the color of the meat to a very bright red. That color 
change is maintained indefinitely until the package is opened. This 
unnatural but appealing color change is the sole purpose for adding 
carbon monoxide into the process. The addition of carbon monoxide 
does not contribute any additional antimicrobial properties to its 
traditional MAP system using carbon dioxide and nitrogen. 

Meat packaged with carbon monoxide might be very unsafe, but 
the consumer would never question this b^ecause of its artificial 
bright red color. Microorganisms, including deadly pathogens, 
breed whenever there is a breach in the cold chain. Meat will turn 
brown or gray if it has been temperature-abused, something that 
consumers know to look for. However, meat packaged with carbon 
monoxide will still appear bright red and safe even after extreme 
temperature abuse. High pathogen levels could be present, putting 
the consumer at risk of serious food-borne illness. 

A change in color also keeps the entire food system honest. Meat 
processors, storage facilities, transportation carriers, and retail es- 
tablishments have strong incentives to maintain the cold chain be- 
cause otherwise the product is easily identified as compromised, 
rendering it unsalable. That safety check disappears with meat 
that always remains red regardless of extreme temperature abuse. 

Proponents of using carbon monoxide argue that consumers 
would be warned via an odor if the product were spoiled. We have 
two concerns with this. There are people with compromised olfac- 
tory senses who may not notice an off-order. Seniors often experi- 
ence this, and they are one of the populations most at risk of con- 
tracting the most severe forms of food-borne illness. Odors are only 
detectable once the package is open, which doesn’t occur until the 
purchaser has brought it home. The customer has the choice to re- 
turn it, which is a hassle, or to throw it away. In each case the cus- 
tomer has been cheated. 
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These and other factors all point to the need for labeling any 
meat that has been packaged using carbon monoxide. Consumers 
have the right to know what processes and additives have been 
used in the food they purchase. Full disclosure is necessary. In this 
case the label would need to state that carbon monoxide was used 
in packaging, which causes meat to artificially maintain a bright 
red color. It should also state that the customer must heed the “use 
by” or “freeze by” date listed and not rely on color, and that to do 
so is unsafe. 

Color is a tool heavily used by consumers to judge if their meat 
is fresh and safe. We are concerned that people will choose to eat 
meat that has been packaged using carbon monoxide after the “use 
by” date because they don’t want to throw out what appears to be 
a perfectly fine-looking $10 steak; hence the need for clearly word- 
ed information to minimize this risk from happening. 

Lastly, I want to comment on the process used by the FDA and 
the USDA to grant GRAS status to meat packaged with carbon 
monoxide. First and foremost, we believe that this is a color addi- 
tive issue that should have gone through a general rulemaking 
process, but, obviously, this did not happen. Regardless, the way 
that our regulatory agencies handle these GRAS petitions cause us 
deep concerns. I am neither a scientist nor a statistician, but even 
I can tell after looking at this study submitted to the FDA and to 
the USDA by the companies in support of their petitions that 
sound science was not used. 

The number of samples of ground beef used was extraordinarily 
small. For instance, they only used six in one study and 15 in the 
other. In each study all of the samples were taken from one plant 
at a single point in time. The temperature abuse study was done 
at 50 degrees Fahrenheit, which is far colder than even room tem- 
perature, and last is that the sampling was done at the point of 
production rather than on retail product that had passed through 
the cold chain. 

The FDA itself has acknowledged that temperature abuse is com- 
mon throughout distribution and retail markets. As a consumer 
who relies on our Government to evaluate processes used on the 
foods I feed my family. I’m appalled. The FDA and the USDA need 
to revisit these GRAS approvals and also need to reevaluate how 
they accept the science of companies seeking to use new additive 
and food technologies. 

Thank you for your attention. I’ll be happy to answer any ques- 
tions. 

[The prepared statement of Ms. Donley follows:] 
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Testimony of Nancy Donley 
President of S.T.O.P. — Safe Tables Our Priority 
before the 

Subcommittee on Oversight and Investigations 
of the Committee on Energy and Commerce 
U.S. House of Representatives 

November 13, 2007 


I’d like to thank Chairman Stupak and members of the Subcommittee on Oversight & 
Investigations for giving consumers an opportunity to weigh in on a subject that is critical 
to our very existence — ^the safety of our food. 


My name is Nancy Donley and I am the president of S.T.O.P. — Safe Tables Our Priority. 
S.T.O.P. is a national, grassroots, non-profit organization whose mission is to prevent 
illness and death from pathogens in the food supply. Our work involves sound policy 
advocacy, building awareness of foodbome risk and its management, and providing 
victim assistance. Our members include families who have suffered illness and loss from 
a broad spectrum of food types including contaminated meat and poultry, produce, juice 
and RTE processed foods. I personally became involved in the issue of food safety after 
the death of my 6-year-old son, Alex, from E. coli 0157:H7 poisoning from 
contaminated meat in 1993. 


S.T.O.P. has been engaged in the debate over the use of carbon monoxide (CO) in 
modified atmosphere packaging, or MAP, for the past several years. I’d like to state at 
the onset that our concern does not stem from a belief that human exposure to the trace 
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amounts of carbon monoxide used in this process are a cause for concern. Rather, our 
concerns center on the following three areas: 

1 . The change in appearance of meat when it undergoes a MAP with CO and the 
safety issues that this poses for consumers. 

2. The lack of labeling requirements for meat that is packaged in this manner. 

3. The process used hy FDA and USDA to grant GRAS status to meat packaged 
with CO as part of a MAP system. 

1. Safety Issues 


I think that it is important to emphasize that the MAP systems that use carbon dioxide 
(C02) and nitrogen (N) have been used for years. One of the benefits resulting from this 
combination of gases produces an antimicrobial component. The current debate centers 
around the addition of small amounts of carbon monoxide to this process. Adding CO 
causes a chemical reaction to occur that changes the color of the meat to a very bright 
red, and it maintains that color indefinitely until the package is opened. This unnatural 
but appealing color change is the sole purpose for adding CO into the process and we 
consider it to be deceptive. The addition of CO to the MAP process does not contribute 
any additional antimicrobial properties that the traditional MAP system using C02 and N 
doesn’t already possess. Proponents are disingenuously suggesting otherwise. 
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Our concern is that the safety of the meat packaged in this manner might be severely 
compromised and the consumer would never know it because it would still look 
completely fresh. Microorganisms, including deadly pathogens, breed whenever there is 
a breach in the cold chain. Meat will turn brown or grey if it has been temperature 
abused, signaling that its freshness and safety have been compromised. However, meat 
produced in a MAP system with CO, will still appear fresh and safe even after extreme 
temperature abuse, because its color will remain bright red. High pathogenic levels could 
be present, putting the consumer at risk of serious foodbome illness. 

The fact that meat that has been packaged in the more traditional method xmdergoes a 
readily-apparent color change helps keep the production, distribution and retail system 
honest. Meat processors, storage facilities, transportation carriers and retail 
establishments have strong incentives to maintain the cold chain because otherwise the 
product is easily identified as compromised and becomes un-saleable. That built-in 
safety check disappears when CO is used as part of a MAP process because temperature 
abuse is not apparent. Unsafe meat will make it through the distribution system, into 
retail stores and ultimately into consumers’ homes because it looks completely fresh. 
While color is not the only factor used for determining freshness, it is a tool heavily 
relied upon by consumers. 
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One of the arguments put forward by proponents of this technology is that a spoiled 
product, even though appearing fresh, would produce an ‘odor’ — a highly subjective 
term — once opened. We take exception on two counts. 

1 . There are people with compromised olfactory senses who may not notice an off 
odor. Studies show that this is a common effect of aging, so seniors, one of the 
populations most at risk of contracting the most severe forms of foodbome illness, 
are put at increased risk. ' 

2. Odors are only detectable once the package is opened, which is after the purchase 
has been made and the meat is in the customer’s home. There certainly are 
economic concerns here. People live very busy lives and often find it easier just to 
toss out the spoiled item than to take the time to return it to the grocery store and 
put up with the hassle. People lose or throw out their store receipt and can’t return 
it. Maybe they froze the product and months go by before they finally take it out to 
use it, only to discover that the product is spoiled. In all of these instances, the 
customer has been cheated. 

2. The Need for Labeling 


’ Charles J. Wysocki & Marcia L. Pelchat, The Effects of Aging on the Human Sense of Smell and Its 
Relationship to Food Choice, 33(1) Crit. Rev. Food Sci. Nutr. 63,63 (1993). Charles J. Wysocki & Avery 
N. Gilbert, National Geographic Smell Survey: Effects of Age Are Heterogenous, 561 Ann. N.T. Acad. Sci. 
12 (1989). 
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These and other factors all point to the need for labeling to identify any meat that has 
been packaged with a MAP system using CO. Consumers have the right to know what 
processes and additives have been used in the food they purchase. This means full 
disclosure with all pertinent information. In this case the label would need to state that 
CO was used in the packaging causing the meat to maintain a bright red color which 
should not be considered an indicator of freshness. It should also state that the customer 
must heed the use/freeze by date listed and that to do otherwise is not safe. A lack of full 
disclosure in labeling is equally as deceptive as no disclosure at all. 

It is only with the inclusion of complete information in labeling that consumers can make 
informed purchasing and consumption decisions. I mentioned earlier that color is a tool 
heavily used by consumers to judge if their meat is fresh and safe. We are concerned that 
people will choose to eat the meat packaged with CO as part of the MAP system after the 
use-by date because they won’t want to throw out what appears to be a perfectly fine- 
looking $10.00 steak. Hence the need for clearly-worded information. 


3. FDA and USDA’s GRAS Approval process 

Lastly, I want to comment on the process used by FDA and USDA, in 2002 and 2004, to 
grant GRAS status to meat packaged with CO as a part of a MAP system. 
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First and foremost, we believe that the use of CO as part of a MAP system should have 
been considered a color additive and gone through a general rule-making process. 
Obviously, that did not happen. 

Regardless, the way that our regulatory agencies handled these GRAS petitions, and one 
can only surmise that they handle others in a similar fashion, causes us deep concern. 

I am neither a scientist nor a statistician, but even I can tell after looking at the studies 
submitted to FDA and USDA by companies in support of their petitions, that the science 
was not sound. 

1 . The numbers of samples taken of ground beef were extraordinarily small (6 in one 
study and 15 in the other). 

2. In each study, all samples were taken from one plant at a single point in time. 

3. The temperature abuse study was done at 50 degrees Fahrenheit, colder even than 
room termperature. 

4. The sampling was done at the point of production rather than on retail product 
that had passed through the cold chain. FDA has acknowledged that temperature 
abuse is common throughout distribution and retail markets.^ 


^ FDA Food Code, supra note 68 at 547. 
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As a consumer who relies on our government to evaluate processes used on the foods I 
feed my family, I’m appalled. FDA and USDA need to revisit these GRAS approvals 
and re-evaluate how they accept the science of companies seeking to use new additive 
and food technologies. 

Thank you for your attention and I will be happy to answer any questions. 
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Mr. Stupak. Thank you. 

Ms. Hauter, your opening statement, please. 

STATEMENT OF WENONAH HAUTER, EXECUTIVE DIRECTOR, 
FOOD & WATER WATCH, WASHINGTON, DC 

Ms. Hauter. Good morning, Chairman Stupak, Ranking Member 
Whitfield and members of the subcommittee. 

I am Wenonah Hauter, executive director of Food & Water 
Watch. We’re a consumer advocacy group located here in Washing- 
ton, DC. Regrettably, we’re spending more and more of our time 
watchdogging the Federal agencies that are supposed to be protect- 
ing our food safety. 

I appreciate the opportunity to participate in this hearing be- 
cause we are outraged that the FDA is putting the economic inter- 
ests of the industry before the health and safety of consumers. We 
expect industry to maximize profits. We expect the Federal agen- 
cies to protect the citizens of this Nation. 

Color is one of the most important factors for a consumer in de- 
termining that meat is fit to eat. In 2003, a study was prepared 
by the National Cattlemen’s Beef Association showing that U.S. re- 
tailers lose about $1 billion each year in fresh beef sales because 
of discoloration, and that’s what this is all about. Let’s be honest. 
This is about making sure that consumers will buy old meat that 
may be contaminated. At worst, it’s dangerous; at best, it’s a con- 
sumer rip-off. 

Now, I’ve brought my own package of meat today, and we sat 
here this morning and heard that it’s OK that the meat is still pink 
even though this meat was purchased on October 27, had a “sell 
by” date of October 31 and has been sitting out for 2 days, but we 
heard it was OK because there is a “sell by” date. This “sell by” 
date is so small that I can hardly see it with my progressive lenses, 
and an elderly person would not be able to see it. This is deceptive 
packaging. 

Meat that’s processed within a store butcher shop and that is 
wrapped for display in meat cases normally has a shelf life of 4 to 
5 days. Case-ready meat that’s packaged with modified atmos- 
pheric packaging that doesn’t have carbon monoxide has a shelf life 
of 10 to 12 days, but the U.S. Department of Agriculture has ap- 
proved a “use by” date of 28 days for ground beef and 35 days for 
muscle cut beef that’s treated with carbon monoxide. Month-old 
meat is not fresh, in my opinion. 

Now, we’ve heard extensively about GRAS this morning, and we 
agree with the other speakers on this panel. This process needs to 
be reviewed and changed. 

Second, since carbon monoxide imparts a new color to the meat 
that’s treated, we believe that the FDA should have considered this 
technology to be a color additive under the Federal Food, Drug and 
Cosmetic Act. 

Third, we believe that the use of carbon monoxide for red meat 
products is a violation of the Federal Meat Inspection Act because 
the USDA is allowing adulterated products into commerce since 
they have not been properly approved and with the use of a color 
additive, and it makes the product look better or of a greater value 
than untreated products. 
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Fourth, the FDA did not conduct any consumer research to deter- 
mine whether there would he any issue with deception from this 
technology. 

Fifth, the USDA inexplicably reversed its position on allowing 
this process to be used on red meat products, which we’ve heard 
about this morning. 

Now, consumer organizations have done research about how con- 
sumers feel about the carbon monoxide treating of meat. The Con- 
sumer Federation of America used a public opinion research firm. 
Opinion Research Corporation, and they found three out of four 
consumers, or 75 percent, are very concerned or are somewhat con- 
cerned about the practice of adding CO to meat to make the meat 
appear bright red. Over three-fourths of consumers, 78 percent, 
said that the practice of treating red meat with CO is deceptive. 

In the July 2006 issue of Consumer Reports, the Consumers 
Union reported findings on red meat that had been treated with 
carbon monoxide. The Consumers Union scientists tested 10 pack- 
ages of ground beef and steaks that had been treated with CO, and 
they found that even though the meat appeared to be red, some of 
the meat samples had spoiled or had bacterial counts that were 
close to indicating spoilage. By their “use by” or “freeze by” dates, 
seven samples were fresh, but two packages of ground beef from 
one company were spoiled. 

We have attached this information to our testimony, and we hope 
that this committee will continue investigating this. We believe 
that this practice should be banned. 

Thank you. 

[The prepared statement of Ms. Hauter follows:] 



389 


Testimony of 

Wenonah Hauter, Executive Director 
Food & Water Watch 
Before 

U.S. House of Representatives 
Subcommittee on Oversight and Investigations 
Committee on Energy and Commerce 

November 13, 2007 

Good morning Chairman Stapak, Ranking Member Whitfield and members of the subcommittee. 
My name is Wenonah Hauter and I am executive director of Food & Water Watch. We are a 
non-profit consumer organization that works on food policy and water infrastructure issues. We 
were founded in November 2005 and we are based here in Washington, D.C. 

I welcome this opportunity to testify today on an issue that is very important to my organization 
- the consumer’s right to know what we are feeding our families. Our organization has been in 
the forefront of such labeling issues as the implementation of country-of-origin labeling for meat 
and seafood. We are currently fighting an attempt by the Food and Drug Administration (FDA) 
to eliminate the labeling requirements for foods that have been treated with irradiation. And, 
last but not least, we have been working with other consumer organizations, such as the 
Consumer Federation of America, Safe Tables Our Priority, the Government Accountability 
Project, and Consumers Union, among others, to shed light on the issue that the subcommittee is 
examining today - the use of carbon monoxide in modified atmosphere packaging for meat, 
poultry and seafood. I believe that today will be the first time that a congressional committee has 
invited all of the stakeholders to testify at one hearing on this issue and I commend your 
leadership for organizing today’s discussion. 

We view the use of carbon monoxide in modified atmosphere packaging as a consumer 
deception issue, so Food & Water Watch wholeheartedly supports H.R. 3115, the “Carbon 
Monoxide Treated Meat, Poultry, and Seafood Safe Handling, Labeling, and Consumer 
Protection Act” introduced by Chairman Stupak, Congressman Edward Markey and 
Congresswoman Rosa DeLauro, that would require all meat, poultry and seafood products 
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packaged with carbon monoxide to cany a safety notice informing consumers that the products 
have been treated as such and that the products’ freshness should not be judged by its color. 

As a direct result of that proposed legislation and the subcommittee’s inquiries of various major 
supermarket chains and meat and poultry processors about their use of carbon monoxide in the 
foods they sell, we have seen a marked change in the use of this questionable technology. For 
example, supermarket chains such as Giant Foods, Stop & Shop, and Safeway have recently 
announced that they would stop carrying meat products that have been packaged in modified 
atmosphere containers with carbon monoxide. Most significant was the announcement by Tyson 
Foods - that largest protein processor in the country - that it would stop using carbon monoxide 
in its modified atmosphere packaging systems because demand for such products from its 
customers had dropped. 

While these voluntary actions should be commended, we believe that Congress needs to enact 
legislation to prevent some of these companies from reneging on their current policies. 

As I stated earlier, we view the use of carbon monoxide in food packaging as a consumer 
deception issue. Why do we say that? I have brought with me a package of ground beef that 
was purchased on October 27, 2007 from a local supermarket. The label on the package states 
that the product had a sell-by date of October 31, 2007 and a “use by/freeze by” date of 
November 15, 2007 - two days from now. The meat looks perfectly fine by looking at it. What 
you do not know is that we left this meat out at room temperature for 48-hours. We re- 
refrigerated the meat. But this meat is spoiled. One would not be able to tell that by looking at 
it because the color of the meat - the primary indicator of spoilage to the average consumer - has 
not changed from the red color it had the day it was purchased. This package is not giving off 
any odor at this point. The meat inside this package was treated with carbon monoxide. If I 
opened this package right now, I am sure that the odor would indicate that the product was 
spoiled. Ironically, the slogan for the supermarket chain where this meat was purchased is 
“Where Freshness Matters.” This meat - whether it had been intentionally abused or stored 
under ideal conditions - is not fresh by any stretch of the imagination. 
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While we intentionally caused this meat to spoil, it may not be uncommon for spoiled meat to 
reach supermarkets because of improper refrigeration en route between the meat processor and 
the store. On November 5, 2007, an investigative report hy the CBS News affiliate in Chicago 
revealed several instances in recent months of improperly refrigerated meat and poultry products 
that made their way to restaurants and grocery stores. Some of the meat products were exposed 
to 95-degree heat for several hours.' Trucks break down, truck refrigeration units malfunction, 
there are traffic accidents, and the refrigeration units of in-store meat cases may not work 
properly. Meat that is not treated with carbon monoxide and subject to temperature abuse will 
begin to oxidize and turn brown. Meat that is treated with carhon monoxide will retain its color 
and mask spoilage even when improperly stored. 

Meat that is processed within store butcher shops and wrapped for display in meat cases 
normally has a shelf life of about 4 to five days. Case ready meat that is packaged with modified 
atmosphere packaging without carbon monoxide has a shelf life of 10 to 12 days. But the 
United States Department of Agriculture (USDA) has approved a use by date of 28-days for 
ground beef and 35-days for muscle cut beef that is treated with carbon monoxide. Month old 
meat is not fresh in my opinion and I do not think most consumers perceive it that way. 

We believe that both the FDA and USDA have let consumers down in a number of ways on this 
issue. 

First, FDA permitted the use of carbon monoxide in food packaging through the less-than- 
fransparent process called GRAS - Generally Recognized as Safe - by which industry can file 
notices on processes it intends to use and if there are no objections by FDA, the company can 
proceed with the new process. FDA usually reviews these notices with the information filed by 
the company that wants to use the new process. There is no formal notice and comment period. 
Unless one actively peruses the FDA website on GRAS notices, they generally go unnoticed by 
the average consumer. And, if one were interested in finding out what the GRAS notification 

’ CBS Channel 2, Chicago. “Filthy Food: Serious Meat Safety Violations,” November 5, 2007, 
see http://cbs2chicago.eom/investigations/filthy.food.violations.2.489781.html. 
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contained, it would require filing a Freedom of Information Act request to obtain the 
information. 

Second, since carbon monoxide imparts a new color to the meat that is treated, we believe that 
FDA should have considered this technology to be a color additive under the Federal Food Dmg 
and Cosmetic Act {21 U.S.C. 321 (t) (1)}. If FDA had done that, it would have opened the 
process to formal notice and mlemaking. 

Third, the FDA failed to conduct any consumer research to determine whether there would any 
issue with deception with this technology. There have been some in industry who have argued 
that there is consumer satisfaction with food products treated with this technology. The problem 
is that consumers do not know that their meat, poultry or seafood may have been treated with 
carbon monoxide. If consumers knew that up-front, it could impact their purchasing decisions. 

Fourth, USDA inexplicably reversed its position on allowing this process to be used on red meat 
products. In an April 28, 2004 letter to FDA, Dr. Robert Post, Director of the Labeling and 
Consumer Protection Staff for the Food Safety and Inspection Service at USDA, expressed 
serious reservations about using carbon monoxide in modified atmosphere packaging for red 
meat because it “...could potentially mislead consumers into believing they are purchasing 
product that is fresher or of greater value than it actually is and may increase the potential for 
masking spoilage.”^ Six weeks later, however. Dr. Post changed his mind. Again, neither Dr. 
Post nor anyone else at USDA offered any consumer research to support the change in position. 

Fifth, we believe that the use of carbon monoxide for red meat products is a violation of the 
Federal Meat Inspection Act because USDA is allowing adulterated products into commerce 
since there has not been proper approval of this technology as a color additive and it makes the 
product look better or of a greater value than untreated products.^ 


^ Letter from Dr. Robert Post, Director of Labeling and Consumer Protection, Food Safety and 
Inspection Service, United States Department of Agriculture to Dr. Lane Highbarger, Office of 
Food Additive Safety, Food and Dmg Administration, April 28, 2004. 

^ See 21 U.S.C. 601 (m)(8) and 9 C.F.R. 301 (2) (8), 424.23(A). 
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Since the agencies charged with protecting our food supply have not conducted the proper 
research into this issue, I offer the results of some research conducted by consumer organizations 
that shows that is technology is perceived to be deceptive by consumers and that meat processed 
with carbon monoxide in modified atmosphere packaging can mask spoilage even if a consumer 
opens the package within the use by date listed on the package. 

In a national poll conducted among 1019 adults in September 2006 for the Consumer Federation 
of America, the public opinion research firm Opinion Research Corporation found the following: 


• Most consumers are concerned about the practice of adding CO to color meat and 
believe this practice to be deceptive, according to the survey. 

• Sixty-three percent (63%) agreed with the statement that “the freshness of meat is 
directly related to the color of the meat.” By extending the bright red color of 
meat for several weeks longer than untreated meat, carbon monoxide masks the 
true color of the meat and consumers are unable to accurately determine if the 
meat is fresh. 

• Three out of four consumers (75%) are very concerned or somewhat concerned 
about the practice of adding CO to mwt to make the meat appear bright red for up 
to several weeks longer than untreated meat. 

• Three out of four consumers (74%) also replied that CO-treated meat such as 
ground beef should not be allowed to have a 28-day shelf life, as required by the 
Federal government. The typical shelf life for prepackaged meat that has not been 
treated with CO is 10 to 12 days. 

• Over three-fourths of consumers (78%) said that the practice of 
treating red meat with CO is deceptive. 

• Moreover, 68% of consumers would strongly support a law to make it mandatory 
that meat treated with CO be labeled.'* 


In the July 2006 issue of Consumer Reports, Consumers Union reported findings on red meat 
that had been treated with carbon monoxide. Consumers Union scientists tested 1 0 packages of 


Consumer Federation of America. “Most Consumers Are Concerned About Practice of Adding 
Carbon Monoxide to Meat, New Survey Finds,” September 25, 2006, see 
http://www.consumerfed.org/pdfs/CO_Meat_Consumer_Press_Release_9.25.06.pdf 
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Seeing red Spoiled meat may look fresh 
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Mr. Stupak. Thank you. 

We will go to questions. Let me start with you, Ms. Hauter. You 
indicated you had your study done, but did you ever hear of a 
study where they considered consumers and how they purchase 
their meat products or seafood by a “use by” date? Are you aware 
of any study like that? 

Ms. Hauter. No, I’ve never heard of such a study. 

Mr. Stupak. Thank you. 

In your study, did you have any baseline to see what the re- 
spondent’s knowledge was of carbon monoxide used in meat before 
your survey? 

Ms. Hauter. No. This was a Consumer Federation of America 
study, and as far as I know, they didn’t look at this issue. In fact, 
I think that the reason Members of Congress are not hearing from 
their constituents is, I would bet, that almost no one knows about 
this. 

Mr. Stupak. In your study what was the significance of your 
findings? You mentioned your meat there, and on the far left — my 
far left, your far right — there is actually hamburger that was just 
purchased here on November 10 with an expiration date of yester- 
day. So give me the significance of your findings of your study 
there. 

Ms. Hauter. Well, people don’t want this kind of deceptive pack- 
aging, and it’s by a very large percentage. 

Mr. Stupak. OK. Ms. Donley, you used the words “cold chain” in 
your testimony. Is that the temperature of meat and how it’s proc- 
essed? Do you want to explain that a little further? 

Ms. Donley. The cold chain is the various points along the route 
from production all the way through to the retailer where there has 
to be a cold enough temperature maintained to keep bacteria from 
breeding. So the chain would include warehouses and trucking 
companies where we’re counting on all of those points to maintain 
that temperature, that safe temperature. 

Mr. Stupak. You also indicated the “use by” date. Do you believe 
that’s a valid notification to consumers? 

Ms. Donley. No, I don’t, because consumers really use their eyes 
to make their decisions, and there is going to be the person who 
is going to say, “Hey, there must be something wrong with the 
date. This looks perfectly fine. I’m going to go ahead and eat it,” 
who can put himself or herself at serious risk of food-borne illness. 

Mr. Stupak. OK. 

Mr. Picchietti, if I may, you were talking about tasteless smoke 
in your testimony, but you gave it other words. What were the 
other names you were using? 

Mr. Picchietti. Well, I wasn’t talking about tasteless smoke. I 
was talking about industrial carbon monoxide. The other names I 
mentioned are 

Mr. Stupak. So are these names that have to be on packages of 
tilapia, these other names? 

Mr. Picchietti. Some of them are. 

Mr. Stupak. What are they? 

Mr. Picchietti. Izumidai, which is a Japanese word used in 
Japan, I guess. It signifies CO. Everyone knows. 

Mr. Stupak. All right. 
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Mr. PiccHiETTi. Cold-smoked — of which that’s something else; ac- 
tually, that’s done to salmon, I believe, but the main thing is that’s 
just not mentioned is “carbon monoxide.” 

Mr. Stupak. Nor would it trigger the thought in a consumer’s 
mind that this is carbon monoxide. 

Mr. PICCHIETTI. Yes. Exactly. 

Mr. Stupak. Let me ask them to put those pictures up. 

Do you want to explain the pictures that we were talking about 
earlier? I actually had one up, and Mr. Burgess sort of objected to 
it. It was the guy with the respirator who was spraying the fish. 

Mr. PICCHIETTI. Well, that’s just how it’s done. 

Mr. Stupak. Let’s see if we can get one of these pictures up. If 
you can get those up for us, because I want to ask you a couple 
of questions about it. OK. Here is the picture I had up before it was 
objected to. 

Could you explain what that is and what’s going on there? 

Mr. PICCHIETTI. Well, when the fish is filleted, they are put in 
like a cookie tray, and then a big plastic bag is put around it, and 
it’s like filling up a balloon. You put the pure carbon monoxide gas, 
industrial gas, into the bag for an hour or so, and the hemoglobin 
has an affinity to it. It gets inside the hemoglobin, and it turns the 
fish red, actually a different color than the actual red normally. 

Mr. Stupak. I think we have a picture of that. We have a picture 
of the fish side by side. One is red and the other is 

Mr. PICCHIETTI. Carbon monoxide is poisonous, so it’s dangerous 
for the workers. In the early days 

Mr. Stupak. That’s why the respirator? 

Mr. PICCHIETTI. Yes, that’s why the respirator. 

Mr. Stupak. Right here, is this — no. There’s carbon monoxide, 
and there’s naturally aged. 

Mr. PICCHIETTI. Right. That would be both frozen products, the 
same age thawed out, and one looks like that, and that’s what nor- 
mal frozen would look like. 

Mr. Stupak. But the redness, that’s brought out by the carbon 
monoxide? 

Mr. PICCHIETTI. Yes. And you can see it’s actually not even natu- 
ral red; it’s very heightened. So, with the discussion earlier about 
additive/fixative, it seems like an additive. 

Mr. Stupak. Now, you and your companies go with the fresh 
tilapia. You say that it is more expensive, of course, because you 
get the fish, and you’ve got to fly it, right, air express? 

Mr. PICCHIETTI. Yes. 

Mr. Stupak. Where is most of your fish produced, grown? 

Mr. PICCHIETTI. The coalition’s fish is all from Latin and Central 
America. 

Mr. Stupak. OK. 

Mr. PICCHIETTI. It’s fresh because it’s closer. Asia, at least now, 
can’t fly it over. 

Mr. Stupak. How long would you consider the product to be 
fresh? How long will it last? 

Mr. PICCHIETTI. Oh, 10 to 14 days from harvest. 

Mr. Stupak. OK. You come in from Latin America or Central 
America, you said. What ports do you have to bring your tilapia 
into? 
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Mr. PiccHiETTi. Miami, Boston, Los Angeles. Mostly Miami. 

Our farm is only an hour and a half from Miami. 

Mr. Stupak. I have no further questions at this time. 

Mr. Whitfield for questions. 

Mr. Whitfield. Thank you, Mr. Chairman. 

I want to thank this panel for your time and for being with us 
this afternoon. 

Mr. Picchietti, in your testimony, you talked about 125 million 
pounds of tilapia that’s imported into the country; is that correct? 

Mr. Picchietti. Well, as of August. 

Mr. Whitfield. Now, is that coming in from China, or does that 
include the tilapia that you all bring in from Central America. 

Mr. Picchietti. No, it doesn’t include that. I had a graph up 
there which showed what we all brought in. 

Mr. Whitfield. OK. So the 125 million pounds is coming from 
Asia. 

Mr. Picchietti. That’s just China which is about 85 to 90 per- 
cent of 

Mr. Whitfield. Do you have any idea how many millions of 
pounds of tilapia is consumed in the United States in a year? 

Mr. Picchietti. Yes. One pound per person. We surpassed cod 
and catfish in 2006, 350 million pounds. 

Mr. Whitfield. Now, to make sure that I understand, are you 
claiming that using carbon monoxide is a safety issue, or is it basi- 
cally an unfair trading practice and deception. 

Mr. Picchietti. Well, I don’t have all kinds of scientific data 
about the safety issue. 

Mr. Whitfield. Yes. 

Mr. Picchietti. What I do know is it’s not labeled, and the fellow 
today said it has to be labeled, and it’s not being labeled in the 
fresh case. 

Mr. Whitfield. When you say “not labeled,” do you mean used 
by a certain date? 

Mr. Picchietti. Well, basically the FDA fellow said you can use 
the CO tilapia as long as it has a “use by” date on it. 

Mr. Whitfield. Right. 

Mr. Picchietti. The other thing is at the fresh seafood counters 
in grocery stores, there’s no ingredient label either. So those are 
the two issues we’re objecting to, which is that we feel it should 
be labeled in the fresh seafood case. We never thought of the “use 
by” date. 

Mr. Whitfield. Yes. So, from your perspective, it’s really an un- 
fair situation because of the issues that you discuss in your testi- 
mony primarily. 

Mr. Picchietti. Well, it’s illegal, right? That’s what this fellow 
said today. 

Mr. Whitfield. Yes, it is illegal. It’s on the books. So, if that’s 
occurring, then it needs to be enforced in some way. It’s an enforce- 
ment issue, right. 

Now, Ms. Hauter, you’re the executive director of Food & Water 
Watch. How old is Food & Water Watch? 

Ms. Hauter. We’re 2 years old, but we’re a spin-off from Public 
Citizens where, for 10 years, we ran a food safety program. 

Mr. Whitfield. Do you have dues-paying members? 
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Ms. Hauter. Yes, we have dues-paying members. 

Mr. Whitfield. Would those be companies, or would those be in- 
dividuals. 

Ms. Hauter. We take no corporate money, just public support. 

Mr. Whitfield. Just donations from individuals. 

Ms. Hauter. Donations and foundation money. 

Mr. Whitfield. Yes. OK. 

Now, back in September 2006, in tab 26 of the booklet there, 
which you can look at if you want to — you don’t have to — the Con- 
sumer Federation of America did a survey, and they asked consum- 
ers what are some of the issues that they used to decide which 
products to purchase, and the No. 1 item that they looked at in 
making a decision to purchase was the “use by” or the “sell by” 
date; No. 2 was packaging/appearance; No. 3 was smell; No. 4 was 
color; No. 5 was texture; No. 6 was taste. I know there has been 
some testimony today that the one item that consumers look at 
most is color, yet according to this survey conducted in September, 
the No. 1 issue that they looked at was the “sell by” date. 

Would you disagree with that, or are you aware of that? 

Ms. Hauter. I think that a “sell by” date is different on different 
kinds of products. When you, for instance, purchase milk, the “sell 
by” date is kind of up there at the top. It’s large. Everybody looks 
at it. I think it — I know that you can’t see this, but if you look at 
a “sell by” date that is so small that it’s under all of the informa- 
tion about safe handling, people would not notice this when you 
pick up a 

Mr. Whitfield. So, if the “sell by” date would be larger, that 
would make it easier for you to accept? 

Ms. Hauter. I think it’s important to have a “sell by” date 

Mr. Whitfield. Oh, I do, too, absolutely. 

Ms. Hauter. But I think it’s also, for meat, that traditionally 
people look at the color, and I think if you were going to actually 
do research on this, you would have to look product by product to 
see how people purchase items. 

Mr. Whitfield. Now, in your ConsumerReports.org that you sub- 
mitted earlier in tab 41, I guess, you reported that you all did lim- 
ited tests on carbon monoxide-packaged meat, and you found that 
three out of 10 samples had gone bad within the “use by” date. I’m 
assuming you’ve seen this report. I would ask: Do you know if Con- 
sumer Reports tested traditionally packaged meats as well? 

Ms. Hauter. I’m not sure if they did or not. I can’t answer that. 

Mr. Whitfield. Now, I understand that the shelf life of tradi- 
tionally packaged meat is shorter than the carbon monoxide MAP- 
packaged meat. So, if that’s true for the MAP carbon monoxide- 
packaged meat, I would think it would also, maybe, even be a 
worse case for the traditional package. Do you have any thoughts 
on that? 

Ms. Hauter. Could you restate that? I didn’t understand. 

Mr. Whitfield. Well, what I said was in your report, you all 
point out that three out of the 10 samples of carbon monoxide- 
packaged meat had become contaminated prior to the “use” date’s 
expiring. 

Ms. Hauter. Right. 
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Mr. Whitfield. They evidently did not do any testing of tradi- 
tionally packaged meat, which most studies indicate does not last 
as long in the shelf life as the carbon monoxide meat. So I would 
say that if they had been fair on this test and had tested both sam- 
ples, it’s more than likely that the traditionally packaged may have 
turned out worse than the carbon monoxide meat. 

Ms. Hauter. But I think, sir, with all due respect, the point is 
that with regular packaged meat, there will be discoloration, but 
with carbon monoxide-treated meat, there will not be discoloration, 
and so consumers won’t realize that there may be contamination. 
The longer meat sits, and when there’s bacteria on it, which there 
almost always is, the bacteria continues to multiply, but a con- 
sumer would not be aware of it or is likely be aware of it when the 
meat is still pink and pretty like this. 

Mr. Whiteield. Now, let me ask both you and Ms. Donley, be- 
cause I know that you both are committed to this issue, and all of 
us are very much concerned about food safety, obviously. Do you 
have the names of anyone who has been sickened by spoiled meat 
that was masked by carbon monoxide? 

Ms. Hauter. Well, I think it’s very difficult to determine when 
or how people get sick from meat, and I think we would have to 
go to the CDC and see if they have been able to — in the informa- 
tion they collect, if that’s one of the questions they ask, because I’m 
not sure that we would be aware, when people do get sick, that it 
was because of carbon monoxide. 

Mr. Whiteield. But you’re not aware of anything specifically? 

Ms. Hauter. I’m not aware of anything specifically. 

Mr. Whiteield. What about you, Ms. Donley? 

Ms. Donley. I’m not aware of anything specifically either, but 
then again, someone who had become sickened probably would not 
be aware either that it was from the packaging, the process by 
which it had been packaged, because there is no requirement even 
to say how it was processed, so a person wouldn’t know. 

Mr. Whitfield. Do you all have the names of any companies or 
supermarkets that purposely have sold bad or spoiled meat to con- 
sumers? 

Ms. Donley. I can’t imagine any supermarket’s wanting to inten- 
tionally sell spoiled meat. It may have unknowingly sold spoiled 
meat, but I can’t imagine anyone doing that intentionally. 

Mr. Whiteield. But you do feel like, if they’re using carbon mon- 
oxide, that it is a deceptive practice? 

Ms. Donley. Definitely. 

Mr. Whitfield. OK. Ms. Donley, you testified about breaking the 
chain of refrigeration, warning that a consumer will not know by 
color or by the “use by” date whether meat has been temperature- 
abused at the store or elsewhere. 

How does a consumer know that opaque packages, such as sealed 
hamburger packs or wrapped sausage, have not been temperature- 
abused? 

Ms. Donley. They don’t. You bring up an excellent point, and I 
wish that the technology would be used that shows that the tem- 
perature has been compromised. There are — I can’t come up with 
the term right now — devices that can be used in a package that 
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would show it. So I think it’s an excellent idea that all meat con- 
tain that. 

Mr. Whitfield. Now, you all heard testimony earlier today about 
scientific studies conducted at the University of Georgia, the Uni- 
versity of Minnesota, and Texas Tech in which the consensus was, 
in scientific opinion, that MAP packaging using carhon monoxide 
was not a safety hazard. 

Do you all have any scientific studies indicating that those stud- 
ies are inaccurate? 

Ms. Donley. I don’t have any studies that my organization has 
done of their own. 

I would like to say, though, that it’s important to take a look at 
what is being compared in those studies. For instance, I know that 
some of the referrals that have been made to Dr. Doyle, who is a 
very good scientist from the University of Georgia, that what he re- 
ported on — and it’s not even a published study, to my knowledge — 
but what he took a look at in his research centered on looking at 
meat that — at samples that had been wrapped in just the regular 
overwrap process, and he compared that to meat that had been in 
the MAP process using the CO. So it’s really an apples-and-oranges 
comparison. 

Mr. Whitfield. But the consensus of scientific opinion is that 
this is not a safety hazard, and you all are not aware of any addi- 
tional scientific studies that would refute that is I think what you 
testified to. 

Ms. Donley. I think we need to define here what I’m talking 
about as far as safety. And what I’m referring to that is that I 
think it — pretty much it seems to be the general consensus among 
the scientists that this is not an issue that is going to do something 
to render the meat itself unsafe. But the safety factor enters into 
it is how it appears to people when temperature abuse could have 
happened, but the act in and of itself or the process in and of itself 
is not unsafe. 

Mr. Whitfield. Mr. Chairman, I think my time has expired. 

Mr. Stupak. Thank you. 

There is a company that has labels that will turn colors if the 
temperature is abused. 

Ms. Schakowsky for questions, please. 

Ms. Schakowsky. I just wanted to comment on that. It is not 
that the CO necessarily is the defect, but that it masks other prob- 
lems that may exist and may present a safety hazard. So I can’t 
imagine a study that would show in and of itself that the CO was 
the problem, and that’s the problem. 

I wanted also to mention — I wanted to respond to something Mr. 
Whitfield said about the “sell by” date or a date on a product. I 
think that — I’m very proud of those dates. I feel like in 1969 our 
little group of housewives helped to get that on there. But you look 
at those dates primarily when you don’t have other indicators. If 
you’re going through the meat case, and you see something that 
looks fine, you may be prone to buy it. When you look at the date, 
it is because it doesn’t look right, or you can’t see through it, like 
milk or something, I think. 

I wanted to — there are a couple of things. One, I wanted to com- 
ment — Mr. Picchietti — sashimi grade was another. I love sashimi. 
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and if I saw sashimi grade — I think I have seen sashimi grade on 
something. I think that is a good thing because I didn’t know that, 
that it meant that it was treated. I think those names are really 
deceptive. And for me, particularly sashimi grade, I had no idea. 
I thought it was a positive because I like sashimi. I just wanted 
to let you know that. So I’m agreeing with your testimony. 

Mr. PICCHIETTI. I’d just like to clarify that it is a real term used 
for real sashimi grade products. But as in the trade and among 
buyers and sellers, when you say is your tilapia sashimi grade, it 
is usually understood that it has got industrial carbon monoxide in 
it. 

Ms. SCHAKOWSKY. Not being in the industry, in the business, I 
certainly wouldn’t know that. 

I wanted to ask Ms. Donley a question. You were saying that you 
thought that the process was faulty, but also that had it — were it 
called a color additive, that the process would be entirely different. 
Could you explain that? 

Ms. Donley. Sure. First of all, it is great to see you again. Con- 
gresswoman. 

If this had been determined, which we think it should have been 
determined, that this was a color additive, it never would have 
been subject to GRAS approval. It would have gone through a for- 
mal rulemaking process, and it would have been open for public 
comment, and that a lot — all of this — it would have fleshed out ad- 
ditional science. It would have fleshed out consumer concerns and 
been a much better process than what actually happened here. 

Ms. SCHAKOWSKY. In any case, I think that there ought to have 
been a regular rulemaking process so that there was a comment 
period. And I agree with you, Ms. Hauter, that people don’t know — 
I don’t know. Maybe it is a lot of men who don’t shop, frankly, who 
are making these comments. Excuse me, guys who go to the store 
and actually shop. But, I think most people actually are unaware 
that — and I wanted to ask you about relying on industry data. If 
you could expand on your comments on that. 

Ms. Hauter. We just generally have a concern when industry 
data is used because they have a bias, and the questions that are 
asked may be different than the questions that we would ask. We 
think that it is generally a problem 

Ms. SCHAKOWSKY. Were you satisfled — were you here when the 
FDA was testifying? 

Ms. Hauter. I was here, and I thought that they were not able 
to answer the questions that they should have been able to answer. 
And I know from our experience — we just did a very extensive re- 
port on imported flsh that we had to wait over a year to get our 
Freedom of Information Act request answered, and when the data 
came to us, it was in such poor shape that we couldn’t use it and 
had to have it manipulated to 

Ms. SCHAKOWSKY. When it is old, it gets decomposed. 

Ms. Hauter. So I was not surprised. And that has been our ex- 
perience and our concern about the FDA. 

Ms. SCHAKOWSKY. Well, this committee has asked for informa- 
tion. You have asked for information. The FDA has failed to act for 
over 10 years. So timeliness in dealing with all of these is a prob- 
lem. 



402 


And I also recognize the competitive issues as well. I want fresh 
fish. I don’t want fresh-appearing fish. And you would know the 
difference in colors, hut I wouldn’t know that it is too red or not 
too red. 

I think we have to resolve this for safety and for deceptive — con- 
sumer deception reasons. Thank you. 

Mr. Stupak. Thank you. 

Ms. Donley, you were asked — Mr. Whitfield and others asked 
about the studies in temperature. In the exhibit book, they are ex- 
hibit 30 and 31. I had asked — and you have it right in front of you 
there. I asked the FDA about these studies. One was from Min- 
nesota, the other one was Norway. The Norwegian study on page 
218 says the safety of the modified atmospheric packaging, prod- 
ucts are mostly threatened by temperature abuse. And if you go to 
exhibit No. 30, again that study, which is out of the University of 
Minnesota, says temperature abuse is a main concern for chilled 
and/or modified atmosphere packaging, meat and poultry products, 
since it will not likely cause economic loss, but may also lead to 
food-borne illness hazard. A major question of such products is 
whether spoilage due to microbial or chemical action will occur be- 
fore pathogen numbers or toxic levels become a risk when a prod- 
uct undergoes abuse temperatures. 

So is that the temperature or the code part that you were talking 
about? 

Ms. Donley. Right. That is the cold chain process. And any- 
where along those points, if the temperature is raised higher than 
what it should be to keep bacterial growth from occurring, bacteria 
has a way of multiplying very, very rapidly. 

Mr. Stupak. Let me ask this question. Ms. Hauter, you have 
your package there. Right there we have samples E, F and G on 
your extreme left and my right. Take a look at those samples. 
What do they look — appear to you, E, F and G? 

Ms. Donley. These three? 

Mr. Stupak. Yes, the three on the end. 

Ms. Donley. They look very, very fresh to me. And I think — if 
I might, when we talk about these “use by” or “freeze by” or “sell 
by” dates, I think consumers look at those dates when they are 
making their purchase. When I go to the 7-Eleven next to my office 
and I buy my sandwich, I look to see when it was prepared on so 
I’ll buy the one that was prepared most recently. The consumer 
buys this package of meat, sticks it in the refrigerator. When they 
go to use it and it looks that color, they’re not even going to — it is 
not going to occur to them to even look to see that “use by” date 
because it looks perfectly fresh. 

Mr. Stupak. Ms. Hauter, do you think E, F and G look fairly 
fresh? 

Ms. Hauter. They look perfectly 

Mr. Stupak. Mr. Picchietti? 

Ms. Hauter. They look like they were just cut. 

Mr. Stupak. OK. Well, E was purchased on January 12, 2007. 
That is, what, 10 months ago. F was purchased 1 year and 8 
months ago, and G nearly 2 years ago. Needless to say, they are 
temperature-abused, I take it, sitting here, and yet they are stay- 
ing fresh-looking. 
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I have no further questions. Anyone else? 

With that I’ll thank and dismiss this panel. Thank you. 

I call up our third and final panel if we will for today. The panel 
consists of Mr. Gregory Page, CEO of Cargill, Incorporated; Mr. 
Jeffery Ettinger, chairman, president and CEO of Hormel Foods 
Corporation; Mr. Doug Brinsmade of the Anova Food, Incorporated. 

It is a policy of this subcommittee to take all testimony under 
oath. 

Pleased be advised that witnesses have the right under the rules 
of the House to be advised by counsel during your testimony. Do 
any of you wish to be represented by counsel? 

Everyone indicated no. Therefore, I ask you to stand and raise 
your right hand. Please take the oath. 

[Witnesses sworn.] 

Mr. Stupak. Let the record reflect that all three gentlemen indi- 
cated they are under oath. 

We will begin with opening statements. Who would like to begin? 

Mr. Page, you’re on my right. If you want to start, please. 

STATEMENT OF GREGORY PAGE, CHIEF EXECUTIVE OFFICER, 
CARGILL, INCORPORATED 

Mr. Page. Thank you, Mr. Chairman and subcommittee mem- 
bers. You have requested as the chief executive officer of Cargill I 
speak to you today about the production of meat products and 
Modified Atmosphere Packaging, otherwise and often referred to as 
MAP. We in the food science community consider this packaging to 
be one of the most important food safety innovations ever. 

Packaging innovations have a long history of improving food 
safety. Many advances now seem simple, canned goods, pasteuriza- 
tion, vacuum packaging and tamper-resistant fresh food packaging 
to name just a few. There was a time when the salt curing of meat 
was the most advanced technology available, and it performed fair- 
ly well as a critical health protection for a thousand years or more. 

We now know a lot more about food safety and have many, many 
more technologies available to help make food as safe and as acces- 
sible to consumers in ways we never imagined. Basic food science 
and food safety principles have evolved. And these principles direct 
some of the most critical research and innovation of our product of- 
ferings. We know the importance, for instance, in prohibiting cross- 
contamination. We know about the importance of controlling tem- 
perature and moisture, of controlling the oxygen and the interior 
atmosphere of a package, and of controlling the pH. We also know 
that processing technology, preservatives and additives play a criti- 
cal role in consumer protection. 

Consumer demands and scientific knowledge also direct research 
and innovation. Today’s consumers want a wide variety of perish- 
able items, including produce, fish and meat. They often want prod- 
ucts that can be labeled as natural or organic. And they want these 
items to be available at their local stores year round, 24 hours a 
day for their convenience. It is this drive to safely satisfy consumer 
demand that leads us to the technologies of today. 

Scientists have long known the importance of controlling the in- 
terior atmosphere of food packages, and one of the earliest applica- 
tions of modified atmosphere packaging was in 1927 when storing 
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apples in an atmosphere of reduced oxygen and increased carbon 
dioxide resulted in increased shelf life. 

The early understanding and use of gas mixtures led us to the 
case-ready systems available today. Beef is typically delivered to a 
grocery store in one of three ways, as a box product sealed in a vac- 
uum package, or as individual packages with high oxygen or low 
oxygen-modified atmosphere packages ready for display in the 
meat case for consumer purchase. Boxed, vacuum-packaged product 
is opened at the grocery store and cut into steaks or roasts and 
then wrapped in the store for retail display. Case-ready products 
come completely packaged and labeled and can be taken from a 
line box and placed immediately in the retail display. The case- 
ready system eliminates the need to open, handle and repackage 
the product in the store and greatly reduces the chance of cross- 
contamination. 

We want consumers to have all the benefits of these advanced 
packaging systems. We believe it unfortunate that there has been 
misinformation about low-oxygen MAP. We have seen some retail 
customers who have found this technology serves them and their 
customers best find the need to back away from it because of public 
pressure. 

We recently had the opportunity to host investigators from this 
committee at one of our case-ready plants. We as a company 
learned clearly from our guests the important issue concerning the 
committee members was the potential that a consumer may not 
fully understand that color is not the only indicator of freshness. 
For this reason we will be adding wording to our labeling, pending, 
of course, USDA approval, to include the following statement: 
“Color is not an indicator of freshness. Please refer to ‘use’ or 
‘freeze by’ dates.” We believe this effectively addresses the concerns 
expressed by the committee visitors to our plants regarding the 
protection of public health, while not undermining the adoption of 
the safety and the convenience afforded through this case-ready 
packaging technology. 

We stand firmly by our previous statements that color is not a 
proper indicator of freshness or safety, and we support the FDA’s 
and the USDA’s decisionmaking. While there are many foods like 
eggs, ketchup, salad dressing and carrots that all maintain their 
coloration, only observing freshness dates will tell you when the 
products are past their peak of flavor or quality. 

My point is this: science should guide our regulatory decisions. 
Consumers suffer a great disservice when competitive pressures 
drive a debate that leads consumers away from the superior food 
safety and freshness performance inherent in the packing we are 
discussing today. 

I’m sure the individuals in the salted meat industry were dis- 
couraged when new innovations led to canning and ultimately 
packaging, and I’d relate a story specific to meat. In 1904, a guild 
of more than 600 butchers in San Francisco formed the Butchers 
Board of Trade, And the purpose of their organization was to op- 
pose the adoption of ammonia-based mechanical refrigeration, 
which was newly being introduced at that time. Their self-serving 
opposition would have prolonged the continued unsanitary use of 
block ice to chill meat. In fact, at that time people resisted this 
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pressure, and the adoption of mechanical, rapid refrigeration of 
meat was adopted, to the great benefit of consumers. 

Cargill is deeply committed to serving the needs of our cus- 
tomers. The low-oxygen technology that we’ve discussed today is an 
important evolution in packaging and is hut one example of our 
commitment. 

I’d like to thank this committee for its commitment and leader- 
ship in the area of food safety. I want to recognize the work of the 
committee staff and would he pleased to answer any of your ques- 
tions to the best of my ability. Thank you. 

[The prepared statement of Mr. Page follows:] 

Testimony of Gregory Page 

Thank you Chairman Stupak and subcommittee members. 

You have requested that as the chief executive officer of Cargill I speak to you 
today about the production of meat products in Modified Atmosphere Packaging — 
known as MAP. We, and the food science community consider this packaging to be 
one of the most important food safety innovations ever. 

My testimony today has been crafted with a great deal of input from our research 
and development leaders, and since I am not a scientist, I will be relying on their 
expertise for any questions of a scientific nature. 

Food Packaging Innovations 

Packaging innovations have a long history of improving food safety. Many ad- 
vances now seem simple — canned goods, pasteurization, vacuum packages, and tam- 
per resistant fresh food packaging, just to name a few. There was a time when the 
salt curing of meat was the most advanced package available, and it performed fair- 
ly well as a critical health protection for a thousand years or so. We now know a 
lot more about food safety and have many, many more technologies available to help 
make food as safe and accessible to consumers in ways never before imagined. 

Basic food science and food safety principles have evolved, and these principles 
direct some of the most critical research and innovation of our product offerings. We 
know the importance of prohibiting cross contamination. We know about the impor- 
tance of controlling temperature and moisture, of controlling the oxygen and interior 
atmosphere of a package, and controlling pH. We also know that processing tech- 
nology, preservatives and additives play a critical role in consumer protection. 

Consumer demands and scientific knowledge also direct research and innovation. 
Today’s consumers want a fresh and wide variety of perishable items including 
produce, fish and meat. They often want products that can be labeled as natural 
or organic. And, they want these items to be available at their local stores, year- 
round, for their convenience. 

It is this drive to safely satisfy consumer demand that leads us to the technologies 
of today. 


Packaging Gases, Food Products, and Food Safety 

Scientists have long known the importance of controlling the interior atmosphere 
of food packages. One of the earliest applications of Modified Atmospheric Packaging 
(MAP) was in 1927, when storing apples in an atmosphere of reduced oxygen and 
increased carbon dioxide resulted in increased shelf life. 

In the 1930s a modified atmosphere was used in the storage and transportation 
of fruit in the holds of ships, and increasing the carbon dioxide concentration sur- 
rounding beef carcasses transported long distances was shown to increase shelf life 
by up to 100%. 

Today, nitrogen is probably the most widely used gas in food packaging. Nitrogen 
is often used as the principle gas to flush oxygen out of packages that will be vacu- 
um packed. The Food and Drug Administration and the United States Department 
of Agriculture have long accepted the safe use of nitrogen as a packaging gas. 

As previously mentioned, carbon dioxide has also been utilized as a key packaging 
gas. Fresh fruits and vegetables are often shipped in a mixture of gases, where the 
carbon dioxide level plays a key role in both suppressing microbial activity as well 
as helping regulate the ripening process which in turn greatly extends shelf life, and 
helps guarantee product safety. 
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The careful use and application of this gas has long benefited consumers by help- 
ing the produce industry manage supplies and meet consumer demands. For perish- 
able items, like bananas, we in the U.S. do not have the climate to produce ade- 
quate quantities to meet demand. Carbon dioxide and other packaging gases allow 
the American consumer to become accustomed to a perpetual supply of fresh fruits 
and vegetables. Without Modified Atmosphere Packaging, we would not have fresh 
bananas, berries or apples in winter, and packaged or organic salad greens. 

Much like carbon dioxide, gas mixtures containing ethylene are critical for a wide 
number of fresh fruits and vegetables. Ethylene promotes the ripening of apples, av- 
ocados, bananas, citrus, dates, mangos, melons, papayas, pears, pineapples and to- 
matoes. 

In the context of historical innovations, the use of carbon monoxide is relatively 
new. The Food and Drug Administration approved the use of this gas in 2002. It 
is used in combination with carbon dioxide and nitrogen, all of which have impor- 
tant food safety and freshness properties. Unique to the FDA approval is that we 
asked for, and FDA supported, the mandate that foods packaged in this format must 
include tamper-proof freshness dating. 

Modified Atmosphere Packaging and Case Ready MeatsThrough a MAP system, 
meat is packaged at a central processing plant and is then delivered to the retail 
grocery store in a tray covered with a protective film. This helps eliminate the po- 
tential for cross contamination that can come from human handling both at the re- 
tail store and in the home. The package is both leak-proof and tamper proof, adding 
additional consumer protections. 

Mr. Chairman, you have recently raised the question that MAP packaging con- 
taining CO may allow meat to retain its characteristic red coloration for too long, 
potentially masking spoilage. I appreciate the opportunity to help ensure that this 
technology is more fully understood and to convey our deep commitment to con- 
sumer protection. 

Today beef is typically delivered to a grocery store in one of three ways — as boxed 
product sealed in a vacuum packaged bag, or as individual packages with high oxy- 
gen or low oxygen modified atmosphere packages, ready for display in the meat case 
for consumer purchase. Boxed, vacuum-packaged product is opened at the grocery 
store and cut into steaks or roasts and then wrapped for retail display. Case ready 
products come completely packaged and labeled, and can be taken from a lined box 
and placed in the retail display. The case ready system eliminates the need to open, 
handle, and re-package the product in the store, greatly reducing the chances of 
cross contamination. 

Meat products in a vacuum bag have a shelf life of about 35 days. The shelf life 
of case ready products will vary depending on the packaging technology used. 

There are two types of case ready MAP product offerings — those packaged in a 
high oxygen (high-ox) format and those in a low oxygen (low-ox) format. We believe 
that both are good formats, but the low-ox format, in many respects, has signifi- 
cantly better functionality, especially in the area of ensuring freshness and conven- 
ience for the consumer. 

Steaks and roasts that are packaged in a low-ox environment have a shelf life 
roughly equivalent to the 35 days of the vacuum bag. Steaks and roasts in high- 
ox packaging have a shorter shelf life of only 14 or 15 days. You can observe this 
shelf life concern not only in meat packaging but also in produce. As a point of ref- 
erence, note that the spoilage of a head of lettuce accelerates rapidly after the pack- 
aging is removed. 

The technology in MAP produces a shelf life similar to packages using vacuum 
technology. And, it achieves this equivalent shelf life in a manner that is much more 
convenient and appealing to consumers. 

Protecting freshness and shelf life are indeed critical. Beyond preserving freshness 
and reducing microbial activity, low-ox packaging also protects against flavor deg- 
radation. High levels of oxygen in a high-ox packaging such as a traditional tray 
wrap will deteriorate the flavor of meat. Many university studies have shown that 
meat in a high ox package can look acceptable, but will have a significantly less 
acceptable flavor than low oxygen products. Low oxygen packaging helps to main- 
tain the natural flavor of meat. 

There are additional benefits of low-ox packaging. By giving retailers the shelf life 
similar to vacuum packages in a direct to consumer format, small retail stores in 
both rural and very urban areas have the opportunity to offer diverse product lines. 
The packaging reduces waste, because retailers can make more efficient purchasing 
decisions. The packaging is also more tamper-proof, through the use of imprinted 
use-by or freeze-by instructions that cannot be removed. 
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Oxygen and Product Color 

Let me cover just a little bit about the science of our packaging technology as out- 
lined by our R&D team. 

One of the challenges with low oxygen packaging is that the removal of oxygen 
has a visual impact on meat coloration. As you may recall from high school biology, 
blood appears bluish when it has not been exposed to oxygen. Once exposed to oxy- 
gen, blood becomes red. This same principle also applies to meat coloration and 
MAP packaging. 

While substantial food safety benefits are attained in low oxygen packaging, a dull 
red to almost purplish discoloration of the product would make the product unat- 
tractive to the consumer. In contrast, the traditional grocery tray is more exposed 
to oxygen, and therefore it appears red. 

To gain the functional and appearance performance for low-ox packaging, we sub- 
stitute the oxygen with other acceptable and safe gasses. One of these gasses we 
use involves a trace amount of carbon monoxide (0.4 percent). As previously noted, 
this is fully approved by the FDA, based on volumes of scientific study. 

As the committee is no doubt aware, many of the leading food scientists have sub- 
mitted papers and testimony that show the superior freshness and food safety per- 
formance of this packaging. I want to note that with all MAP products, the packag- 
ing gas dissipates immediately once the package is opened. Once the package is 
opened, product degradation continues in a manner similar with other opened pack- 
aging systems. 

Continual Innovations in Food Safety and Packaging Technology 

We want consumers to have all the benefits of MAP. But to do so, the package 
must be as attractive as competing products in the case. We believe it unfortunate 
that there has been misinformation about low oxygen MAP. We have seen some re- 
tail customers who have found this technology serves them and their customers 
best, find the need to back away from it because of public pressure campaigns led 
by a Michigan-based competitor offering a different technology. As advertised, this 
competing technology uses a different method to inhibit oxidation, and includes a 
masking effect for flavor. Our technology has no such feature. We are hopeful that 
greater understanding of the facts will help to abate this pressure. 

We recently had the opportunity to host investigators from the House Committee 
on Energy and Commerce at one of our case ready plants. We learned clearly that 
the most important issue concerning committee members was the potential that a 
consumer may not fully understand that color is not the only indicator of freshness. 
For this reason, we will add wording to our labeling, pending USDA approval, to 
include the statement, “Color is not an indicator of freshness. Please refer to use 
or freeze by dates.” We believe this effectively addresses the concerns of the Com- 
mittee in protecting public health, while not undermining the adoption of the safety 
and convenience offered through case ready packaging. 

We stand firmly by our previous statements that color is not a proper indicator 
of freshness or safety, and we support the FDA’s and the USDA’s decisionmaking. 
While there are many foods like eggs, ketchup, salad dressing, and carrots that all 
maintain their coloration, only observing freshness dates will tell you when the 
products are past their peak of flavor or quality. 

My point is this — science should guide our food regulatory decisions. A well or- 
chestrated, but non-science based press campaign, should not. Consumers suffer a 
great disservice when competitive pressures drive a debate that leads consumers 
away from the superior food safety and freshness performance inherent in this par- 
ticular packaging. 

I’m sure the individuals in the salted meat industry were discouraged when new 
innovations led to canning and ultimately vacuum packaging. However, consumers 
were better off, and most importantly, more safely served as innovations in food 
safety and preservation continued. 

The need for continual food safety innovations and product marketing is recog- 
nized by all of us. We want our competitors to continue to innovate. We are going 
to continue to innovate. We encourage our suppliers to innovate. Consumers de- 
mand it; food safety demands it; it raises the bar for everyone; and it’s the right 
thing to do. 

Cargill is deeply committed to serving the needs of our customers. The low oxygen 
technology that we have discussed today is an important evolution in packaging 
technology and is but one example of our commitment. 

I want to thank this committee for its commitment and leadership in the area of 
food safety. I want to recognize the work of the committee staff. I would be pleased 
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to answer any questions to the best of my ability, and ask that the committee allow 
my colleague Dr. Eilert to answer questions of science that are beyond my expertise. 


Mr. Stupak. Thank you. 

Mr. Ettinger, please. 

STATEMENT OF JEFFREY M. ETTINGER, CHAIRMAN, PRESI- 
DENT, AND CHIEF EXECUTIVE OFFICER, HORMEL FOODS 

CORPORATION 

Mr. Ettinger. Thank you, Mr. Chairman, for the opportunity to 
testify today. 

There appear to be many misconceptions about our modified at- 
mosphere packaging technology, so we appreciate the chance to ex- 
plain why we believe so strongly in this product line. 

Our company, Hormel Foods, was founded 116 years ago on the 
twin principles of innovation and quality. Indeed, our reputation 
for quality and wholesomeness is really our most important com- 
pany asset. For the past 20 years, we’ve dedicated considerable re- 
search to the fresh meat case for both pork and beef As a result 
of this research, we contributed to the design of a low-oxygen pack- 
aging system that provides a fresher, safer product to consumers. 

Oxygen is the enemy of many food products, including meat, be- 
cause it accelerates spoilage. Grocery stores are replete with exam- 
ples of the use of modified atmosphere packaging to keep products 
fresh. These include potato chips, cereals, bag salads, lunch meats 
and shredded cheese. 

In the case of fresh beef and pork, our process controls the at- 
mosphere in the package to a ratio of 64.6 percent nitrogen, 35 per- 
cent carbon dioxide and four-tenths of a percent of carbon mon- 
oxide. In our GRAS petition, we provided clear evidence that meat 
packed in this matter maintains freshness for up to 35 days. This 
technology was found acceptable by the FDA and approved by the 
Food Safety and Inspection Service. 

Our low-oxygen packaging system has received overwhelming 
support from the scientific community because it is both safe and 
beneficial to consumers. Mr. Chairman, I have 10 letters from lead- 
ing scientists supporting the safety of the technology. And with 
your permission. I’d like to submit them for the record. 

Mr. Stupak. Without objection. 

Mr. Ettinger. Thank you, Mr. Chairman. 

I would like to speak now to the benefits provided to consumers 
by this product line. First off, it puts much more of the available 
shelf life in the hands of the consumer, providing the consumer 
with a fresher, better eating experience. Second, it is leak-proof, 
preventing possible contamination from raw meat in a grocery bas- 
ket or the consumer’s refrigerator. Third, it eliminates the potential 
of cross-contamination at the store. Fourth, it allows for the pack- 
aging and code dating of meat in a temperature-controlled environ- 
ment under USDA inspection. And fifth, the packaging is tamper- 
resistant. 

The main area of inquiry I’ve heard today relates to the question 
are consumers being deceived by the red color. Let me first lay to 
rest the notion that we’d deliberately attempt to deceive consumers 
by, in essence, coloring bad meat to look good. All the products sold 
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in this joint venture is branded with our Hormel brand. The last 
thing we would do is enter a category with new product, put our 
brand on it, and endanger our overall company reputation by sell- 
ing bad product. 

We do recognize that the inclusion of carbon monoxide in the 
package stabilizes the color of the meat. This is why we put a “use 
by” date on the front of this product in type three times larger than 
normal and put another “use by” statement on the back. Given the 
extensive testing we performed, we were confident that the packag- 
ing system would be beneficial to consumers, and indeed this has 
been the case. This product has been in the market now for 3 
years, and we’ve sold nearly 23 million packages of it. Every pack- 
age has our 800 number on it. Every package contains a guarantee 
of satisfaction. This product has enjoyed one of the highest levels 
of consumer acceptance of any product we have recorded, and we 
have no documented cases of food-borne illness associated with this 
package. So the concern about potential color confusion is really 
unsupported by our real-life experience. 

The U.S. Government labeling authority for these products has 
determined that our current labeling with its prominent “use” or 
“freeze by” freshness date is truthful and not misleading. Nonethe- 
less, in an effort to address the concerns about color expressed by 
subcommittee staff, we have offered language to modifying the pro- 
posed bill that we’d be willing to adopt, the same language Mr. 
Page mentioned, and that is, “Color is not an accurate indicator of 
freshness. Refer to the ‘use’ or ‘freeze by’ date.” In addition, we 
have informed the subcommittee staff about ongoing efforts we are 
making to improve this packaging and address long-term color 
change. 

We appreciate what the subcommittee is ultimately trying to do, 
protecting consumers from harm, and as a trusted American brand 
for 116 years, that has always been and will remain our goal as 
well. I would be pleased to answer any questions to the best of my 
ability. Thank you. 

Mr. Stupak. Thank you. 

[The prepared statement of Mr. Ettinger follows:] 
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Testimony of Jeffrey M. Ettinger, 
Chairman, President and Chief Executive Officer, 
Hormel Foods Corporation 
November 13, 2007 

Subcommittee on Oversight and Investigations, 
Committee on Energy and Commerce 


Mr. Chairman, Members of the Subcommittee, thank you for the invitation to 
testify today on the modified air packaging technology Hormel uses for its branded case- 
ready meat products. We appreciate and share the purpose of the Committee’s 
investigation of this issue - to ensure consumer protection. 

Our experience with the lid-stock packaging technology under consideration by 
the committee today is this - it is the most recent advancement in food packaging 
technology for fresh meats that reduces food safety risks and delivers a high quality 
product to our consumer. This packaging system has among the highest consumer 
satisfaction ratings, and is one of the most accepted products in our company's 1 16-year 
history. 


Hormel is headquartered in rural Minnesota. We have over 18,500 employees 
working in operations in Minnesota, Iowa, Nebraska, Wisconsin, Kansas, California, 
Georgia, Ohio, Wyoming, Colorado, Arizona, Pennsylvania, and in field sales throughout 
the country. Our company was founded on principles of innovation and quality, and our 
reputation for quality and wholesomeness is our most important company asset. We 
always seek to improve quality, safety and convenience for our consumers. Our mission 
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is to provide consumers of our products with a great eating experience. We have 
introduced many packaging innovations over the course of our history that have 
improved product safety, widened the range of consumer choice, and responded to new 
challenges in food marketing and distribution. 

Throughout our history we have dedicated research efforts to the fresh meat case, 
for both pork and beef By studying other research in the field, and by conducting our 
own, we designed a low oxygen packaging system that provides a fresher, safer product 
to consumers. Oxygen is the enemy of many food products, including meat, because it 
accelerates spoilage. It discolors the product, first making it unappetizing in appearance, 
and later causing spoilage. Our grocery stores are replete with examples of the use of 
modified atmosphere packaging to keep product fresher. These include potato chips, 
cereals, bagged salads, lunch meats, and shredded cheese. By controlling the atmosphere 
in the package to a ratio of 64.6% nitrogen, 35% carbon dioxide, and 0.4% carbon 
monoxide, we can keep meat in a fresh and high quality condition for a longer period of 
time than traditional overwrapped meat. 

We proved freshness up to 35 days and submitted this data to the Food and Drug 
Administration under the GRAS notification process used for several hundred food 
ingredients. The technology was found acceptable by FDA, and approved by the Food 
Safety and Inspection Authority for use in packaging red meat cuts and ground meat. We 
ultimately chose a 24-day shelf life in order to insure an optimal eating experience for our 
consumers. 
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CO MAP technology has received overwhelming support from the scientific 
community, because it is both safe and beneficial to consumers. Supporters of this 
technology Include individuals such as Dr. Michael Doyle, the Director of the Center for 
Food Safety at University of Georgia; Dr. Alden Booren, Michigan State University; Dr. 
Joseph Sebranek, Iowa State University; Dr. Mindy Brashears, Texas Tech University; 
and many others. 

In addition to providing consumers a larger access window to fresh meat 
products, there are a number of other benefits to this packaging and technology; 

• It is leak-proof, preventing possible contamination from raw meat to other 
items in a grocery basket, or in a consumer's refrigerator; 

• It eliminates the potential of back-room cross-contamination at the store; 

• It allows for the packaging and code-dating of meat in a temperature 
controlled, HAACP-regulated environment; and 

• The packaging is tamper-resistant. 

In sum, we feel we have advanced food safety and improved on the quality of the eating 
experience for our consumers. 

We have been pleased to accompany committee staff on a tour of the production facility 
using this packaging technology, and to answer questions that have been raised. We 
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believe that there are two main areas of inquiry ft om the committee and would like to 
address both in our testimony today: 

(1) Are consumers being deceived by the red color? 

NO. 


Let us first put to rest the notion that we are attempting to deceive consumers by in 
essence “coloring” bad meat to look good. This product is BRANDED with our 
Hormel brand. The last thing we would do is enter a category with a new product, 
put our brzmd on it, and expect that people would have a bad experience. 

The inclusion of carbon monoxide in the package does stabilize the color of meat. If 
improperly handled or used well beyond the sell or use by date, it is possible that it 
could be spoiled in the package, yet still look red. We put sell by dates on the ftont of 
this product in type three times larger than normal to address this. We put another sell 
by date on the back of the product. There are other further signs of spoilage that 
would alert a consumer that the product has gone bad, even if it still looks red. If the 
customer somehow misses the visible signs and sell by date, and brings the spoiled 
product home, spoilage will be obvious when he or she opens the product. At that 
time the customer may return the product. This is true of meat or any other grocery 
item that may go bad before it is sold to the consumer. 
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We don’t have to rely upon an academic debate as to whether consumers are likely to 
have a bad experience with this product. It has been in the market for three years, and 
we have sold 23 million packages, and 190 million servings. Every package has our 
800 telephone number on it. Every package contains a guarantee of satisfaction. 
Indeed, this product has enjoyed one of the highest levels of consumer acceptance of 
any product we've recorded in our long history. We have no documented cases of 
foodbome illnesses associated with this packaging. 

(2) Why don ‘t we just mention the use of CO on the label? 

Hormel will comply with any labeling of this product that is determined to be 
necessary and fair through the legislative or regulatory process. 

FSIS, the U.S. government labeling authority for these products, has determined that 
the current labeling of this product - with the prominent “use or freeze by” label is 
truthful, and not misleading. As a U.S. business it is essential for us to continue to 
rely on an orderly, well-defined path to market, and on the regulatory review and 
authorization processes that exist, in order to continue to innovate and provide 
improved products to the American consumer. 

Notwithstanding this, in an effort to address the concerns expressed by Subcommittee 
staff and consumer groups, we have offered to add additional language to our label to 
address the color issue and expressly inform consumers that— "Color is not an 
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accurate indicator of freshness. Refer to use or freeze-by date." We also offered to 
add language reminding consumers of the right temperature setting for home 
refrigeration - a key point of concern that has been expressed by Subcommittee staff 
Finally, we are committed to ongoing technological innovation to improve this 
packaging and address long-term color change. A patent has been filed on this 
technology. 

We appreciate what this Subcommittee is ultimately trying to do — protect consumers 
from harm. As a trusted American brand for 1 16 years that has always been and will 
remain our goal, along with delivering a quality product to the consumer that is 
convenient for him or her to enjoy. Low-oxygen modified atmospheric lid-stock 
packaging is safe and beneficial to the consumer, and our customers have strongly 
embraced the technology and welcomed the benefits it provides. 

I would be pleased to answer any questions to the best of my ability, and hope the 
committee will allow my colleague Dr. Phillip Minerich to answer questions of science 
that are beyond my expertise. 
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Mr. Stupak. Mr. Brinsmade. 

STATEMENT OF DOUG BRINSMADE, PRESIDENT AND CHIEF 
EXECUTIVE OFFICER, ANOVA FOOD, INCORPORATED 

Mr. Brinsmade. Good afternoon, Mr. Chairman and members of 
the subcommittee. My name is Doug Brinsmade, and I’m the presi- 
dent and CEO of Anova Food, Incorporated. We are a division of 
the Anova Food Group. The Anova Food Group is a global seafood 
company specializing in sourcing, processing and distributing the 
seafood products from worldwide sources. We supply frozen seafood 
products to a majority of retailers, food service distributors and res- 
taurant chains across America under our patented process called 
Clearsmoke, of which Blane Olson, president of Clearsmoke, and I 
are the patent holders. 

Mr. Chairman, I’m here today as a representative of the seafood 
industry with 20 years of involvement in the industry and over 12 
years of experience in the use of filtered wood smoke technology of 
which natural-occurring carbon monoxide is part of the wood-burn- 
ing process. We have utilized filtered wood smoke technology under 
full consumer labeling mandated by the FDA since 1999. We also 
utilize the U.S. Department of Commerce NCAA Seafood Inspec- 
tion Program. These two combined items with an outstanding cor- 
porate quality assurance program has allowed Anova to sell over 
150 million portions without a single food safety issue. That is over 
1,200 container shipments. 

The goal of filtered wood smoke technology is to produce a fro- 
zen-at-source seafood product which is then delivered safely 
through frozen distribution to the food service distributor, super- 
market chain, restaurant chain or consumer with a level of quality 
that comes as close as possible to the quality of the seafood item 
when it is caught. 

Filtered wood smoke technology is considered GRAS by the U.S. 
Food and Drug Administration because of the longstanding food 
safety record of smoked food products. Our Clearsmoke branded 
seafood products, as well as other competitors’ products, have 
maintained an impeccable safety record for the 9 years since the 
inception of the technology. Since 1999, under the FDA Import Bul- 
letin 16B-95, the seafood industry has been mandated to label all 
seafood products with filtered wood smoke as processed with fil- 
tered wood smoke as a preservative for color retention. We put this 
label on each individual package of our fish and on our primary box 
the fillets come out of 

We also explain the Clearsmoke filtered wood smoke process on 
our retail bags so that the consumer is fully aware of the process. 
I have brought a retail bag that fully explains our process, and I’d 
like to submit our retail bag and our label to this subcommittee. 

Industrial carbon monoxide is also used by the frozen seafood in- 
dustry. It is not the choice of Anova to utilize CO, but after my 12 
years of industry experience, I am willing to state that if CO is 
used properly, in moderation and with integrity, it can be success- 
ful. Some of the largest seafood companies in the United States 
successfully use industrial carbon monoxide in their seafood pro- 
grams. The use of industrial carbon monoxide is also considered 
GRAS by the FDA. All packed seafood items containing CO must 
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be labeled “processed with carbon monoxide as a preservative for 
color retention.” 

Both filtered wood smoke and CO have increased the consump- 
tion of seafood since the processes have opened up new menu and 
retail opportunities. This has increased the consumption of seafood 
which is healthy and a very important part of one’s diet. 

We feel that the labeling that we have used in the last 9 years 
mandated by the FDA is consistent and in line with our food safety 
record. We continue to work with the FDA and the USDC to guar- 
antee that our seafood is processed under HACCP and all labeling 
requirements. 

I’d like to clarify to the subcommittee that the term “tasteless 
smoke” is a patented process. Both Clearsmoke and tasteless 
smoke are filtered wood smoke processes. 

I want to thank the chairman and the committee for allowing 
Anova Food to come up and present the history of our filtered wood 
smoke process. Please let me know if I can answer any questions 
you might have. 

[The prepared statement of Mr. Brinsmade follows:] 

Testimony of Doug Brinsmade 

Good Morning Mr. Chairman and Members of the subcommittee. My name is 
Doug Brinsmade and I am the President and CEO of Anova Food, Inc. The Anova 
Food Group is a global seafood company specializing in sourcing, processing, and 
distributing seafood products from worldwide sources. Anova maintains buying of- 
fices, plants, and operating partnerships in 15 different countries within Africa, 
Asia, and South America. We supply fresh and frozen seafood products to a majority 
of retailers, foodservice distributors, and restaurant chains across Europe and Amer- 
ica. Anova has over 100 employees worldwide and handles approximately 60 million 
pounds of fish a year. 

Mr. Chairman, I am here today to discuss a food preservation technology know 
as Clearsmoke. Clearsmoke is a patented, filtered wood smoke generation process 
used for over 8 years to preserve seafood. The goal of Clearsmoke and the Anova 
Food Group is to continue to provide safe, healthy seafood products to our cus- 
tomers. We deliver frozen-at-source seafood products to the consumer which exhibit 
ninety percent of the quality characteristics of a fish that’s just been caught. Be- 
cause of the many questions and concerns about the use of carbon monoxide and 
filtered smoke in seafood, I would like to start off by making the distinction that 
Clearsmoke is not an additive. Clearsmoke is a smoking process that incorporates 
only one ingredient to preserve seafood: filtered wood smoke. Filtered wood smoking 
is a food preservation process based on the centuries old process of wood smoking, 
created specifically to extend or preserve the shelf life of fresh and frozen seafood 
products. A naturally occurring component of all wood smoke is carbon monoxide, 
and as with all smoked foods, it has an effect of preventing the oxidation of colors 
in the seafood products we process and freeze. 

Filtered wood smoke (as is all wood smoke) is considered GRAS or “Generally Rec- 
ognized As Safe” by the FDA because of the long standing food safety record of 
smoked products. Our technology does not use industrial carbon monoxide or com- 
mercially mixed carbon monoxide. We only use natural hickory wood chips to create 
smoke. Hickory is chosen because of its ability to produce a very clean smoke with 
lower tar output compared to softer woods. The wood chips are burned in a conven- 
tional off-the-shelf smoke generator. The resultant smoke is scrubbed and cooled to 
80 — F using existing standard smoke industry techniques. The smoke that is gen- 
erated is first passed through a primary filter which removes all of the particulate 
components of the smoke, including tar, ash, and soot. This process is done by a 
purely passive filtration means and does not concentrate or chemically alter the nat- 
ural composition of the smoke. The smoke is then passed through the secondary fil- 
ter which reduces, but does not eliminate, the odor and color components of the 
smoke. The smoke is accumulated in an accumulation chamber and then either 
pumped directly to the “smoke house” and applied directly to the product or com- 
pressed into storage containers for later use. Warm smoke is applied to the product 
before it is sent into the chiller for “sleep over” at 0 — C to 3 — C. The smoking step 
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is followed by an ozone step for bacterial and smoke odor reduction. Finally, the 
product is vacuum packed and quick frozen, preventing spoilage and the potential 
for forming histamine. 

The action of the smoke in this process is that of smoke preservation and not of 
a flavoring or color additive. There are no added chemicals, additives or preserva- 
tives of any kind used in the Clearsmoke process. What remains are the natural 
preservation gasses and standard phenolic compounds that are present in all natu- 
ral wood smoke. As the wood smoke is applied, naturally occurring carbon monoxide 
(CO) in the preservation gasses is responsible for the “locking in” of the existing 
color of the product, which is maintained through the freezing process. 

The Clearsmoke process is similar to grilling a steak at home. If you barbeque 
on the grill with wood, the smoke contains, among many things, carbon monoxide. 
The Clearsmoke process does not increase or adulterate the color or quality of the 
product in any way; it simply retains the existing quality and color of the product 
at the time of processing and subsequent freezing. 

Since the development of the Clearsmoke technology preservation process, Anova 
Food Group has provided over 150 million portions using this technique without a 
single report of a food safety incident. Our Clearsmoke products are sold in some 
of the largest restaurant and supermarket retail accounts in the USA. One of the 
most important points of the process is that it allows us to deliver a frozen seafood 
item that is very close in quality to fresh seafood items at a fraction of the cost and 
with impeccable food safety. We have avoided the rigors and high risks associated 
with global fresh seafood transportation. 

As an example of the success of the utilization of Clearsmoke products by super- 
market accounts, in 2004 a major supermarket, using Clearsmoke frozen tuna, 
planned a tuna advertisement for a summer weekend. The commercial benefits were 
as follows: 

• They were able to plan the ad 3 months in advance with a guaranteed price 
since the product was frozen. 

• The product was stocked in the stores a week prior to the sales, with backup 
in the local warehouse. 

• An advertisement for $5.99 per pound was placed in the local newspaper. The 
ad stated “Clearsmoked Tuna Loins” and the words “previously frozen.” 

• Over 40,000 lbs of tuna was sold in 5 days and a further order of 8,000 lbs was 
given for the next week. 

• There were zero complaints, zero returns, and two calls from consumers asking 
what “Clearsmoke” was. 

• This ad was considered extremely successful by the supermarket and there were 
over 100,000 happy customers. 

In 1999, the FDA issued an “Import Bulletin” No. 16B-95 to explain its policy 
concerning the appropriate legal status of filtered smoke and carbon monoxide to 
its inspectors. The bulletin indicates that when fish are treated with either com- 
pound, the fish can no longer be labeled as “fresh.” The use of carbon monoxide or 
filtered smoke is allowed to be used to preserve the color of fresh fish, but not al- 
lowed to make bad fish look good. Therefore, all imported filtered wood smoke prod- 
ucts and carbon monoxide processed products must be labeled since filtered wood 
smoke and carbon monoxide are considered by the FDA to be ingredients. In addi- 
tion, it states that the labeling must disclose the presence of tasteless smoke or car- 
bon monoxide as an ingredient of the fish on the package label along with a descrip- 
tion of its technical function. 

Anova Food labels all of our products and we’ve done so since the very beginning. 
We’ve not missed one label since 1999, when FDA issued the import bulletin. Our 
label reads, “Ingredients: Tuna processed with filtered wood smoke as a preservative 
for color retention.” Since our products are vacuum packaged, the labels must also 
state “Remove from Vacuum Packaging before Defrosting” and includes other han- 
dling instructions. Our consumers understand our clearly labeled products, but be- 
cause FDA is concerned that the use of filtered smoke or carbon monoxide could 
mask the visual signs of decomposition, new laws are being introduced to protect 
against this. The law states that “a food shall be deemed to be adulterated if dam- 
age or inferiority has been concealed in any manner.” In addition, it states that “a 
food shall be deemed to be adulterated if any substance has been added thereto or 
packed therewith so as to make it appear better or of greater value than it is.” 

We oppose the use of carbon monoxide to mask any decomposition in fish. The 
use of carbon monoxide can be an effective means to provide the consumer with a 
safe product, but we agree that it must be labeled properly. We also strongly oppose 
any company that uses carbon monoxide to retain color, freeze the product, unfreeze 
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the product and then claim that it’s fresh. We believe if a product has been frozen, 
then thawed, it must be labeled as “previously frozen.” 

Clearsmoke technology is 100% safe and has been fully tested at the University 
of Florida. The process is FDA and USDC approved. Anova Food has embraced the 
inspection of all of its processing plants by the United States Department of Com- 
merce NOAA Fisheries Inspection Program since 1999. The USDC sends competent 
inspectors to each of our processing plants around the world, twice per year, to ver- 
ify the use of Good Manufacturing Processes, HACCP and general food safety. Over 
the last 5 years the USDC has built an extensive database on fish ’color’ in order 
to specifically verify that no color adulteration is taking place under FD&C section 
401(b&c). These inspectors do an excellent job for us as well as protecting the US 
consumer. 

The Clearsmoke method of preserving seafood continues to be a safe and innova- 
tive way to provide fish to millions of Americans at a time when the Federal Gov- 
ernment is encouraging us to consume seafood at least twice a week for its many 
health benefits. We continue to work towards making heart-healthy seafood prod- 
ucts more readily available. Because of the global nature of our industry, the sea- 
food community places exceptional emphasis on the safety of the international sea- 
food supply. Our seafood products are some of the safest items on restaurant menus 
and grocery store shelves today. There have been no reported illnesses of 
Clearsmoke imported seafood because we take pride in what we do to ensure that 
our products have been properly handled, stored and prepared. 

Thank you Chairman Stupak. I appreciate the opportunity to testify today. I look 
forward to answering any questions you may have. 


Mr. Stupak. Thank you all for your testimony. 

Mr. Page, Precept Foods that we’ve been talking about, or Pre- 
cept, that is a common partnership between you — by you, I mean 
Cargill and Hormel, right? 

Mr. Page. That’s correct. 

Mr. Stupak. And you said that science should be a controlling 
factor here. Should science be allowed to deceive the consumer of 
the product that they’re about to purchase? 

Mr. Page. I think it has been said by Mr. Ettinger very clearly 
that it is no one’s intention to do that. And I think the purpose of 
the technology clearly is to enhance food safety and the consumer’s 
experience, both the quality of the food they eat and also the safety 
of it. 

Mr. Stupak. But it also deceives the consumer, right? 

Mr. Page. I don’t believe — I think that is a matter of intention 
or motive, and it is clearly not the case. 

Mr. Stupak. Then why don’t you tell the consumer, then, that 
you use carbon monoxide in your packaging; if it is not to deceive 
the consumer, why won’t you tell them? 

Mr. Page. I think it is important — first of all, in the regulatory 
environment, that has not been the requirement. The labels have 
been approved. 

Mr. Stupak. So you’re only going to do it if you’re required, not 
if it is for the best interest of the consumer? 

Mr. Page. I was going to finish my answer. I think the risk in 
a lot of cases — there are other gases that play an important part 
of food safety. 

Mr. Stupak. But we’re talking about carbon monoxide right now. 
My question is about carbon monoxide. 

Mr. Page. I understand. But I think the issue is relevant in the 
sense that what consumers would like to know and have is great 
faith in the regulatory environment that surrounds the product, 
not necessarily to become chemists or to be faced with packages 
that are cluttered with all of the information surrounding the prod- 
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uct in agonizing detail. The important issue is around the health- 
fulness — 

Mr. Stupak. Don’t you think the consumer would want to know 
how the food is treated or prepared, any food? Don’t you think they 
want to know that? 

Mr. Page. I don’t. 

Mr. Stupak. You don’t think they want to know that? 

Mr. Page. I don’t think that people want to he distracted hy in- 
formation that is not helpful to their purchasing decision. I think 
we could go over a variety of things. I talked about the fact that 
chlorine, for instance, forms a very important part of our food safe- 
ty environment. If we had brochures 

Mr. Stupak. How is not knowing 

Mr. Page. If we had a big sign over every product in the grocery 
store where chlorine was part of the food safety chain, it would 
have a detrimental effect on people 

Mr. Stupak. We’re talking about carbon monoxide. How would 
the consumer be helped by not knowing? How is that helpful? If I 
don’t know something, how is that helpful to me? 

Mr. Page. OK. If the standard is to be helped 

Mr. Stupak. You said it is helpful to the consumer. How is it 
helpful if I don’t know what it is? 

Mr. Page. Do they have the context for it? It is not to disparage 
anybody’s judgment. 

Mr. Stupak. So you think consumers are not sophisticated 
enough to make a decision? 

Mr. Page. I said not to disparage that, but I think from a clari- 
fication standpoint, if it does not become part of the product, I 
think 

Mr. Stupak. One of your customers is Target; is it not? 

Mr. Page. They are. 

Mr. Stupak. And they’re willing to put on there it is carbon mon- 
oxide-treated, the “sell” date. Do you think they don’t understand 
their consumers. Target consumers, are not sophisticated? What is 
it? 

Mr. Page. At this moment we’re not dealing directly with Target 
on this specific issue. And I may want to defer to Jeff for the spe- 
cific answer with regard to Target, but we have other customers 
where we are having the discussion about what they’d like included 
on the packaging that goes into their stores. 

Mr. Stupak. Mr. Ettinger, you wanted to put in those 10 docu- 
ments there from your experts, and we accepted them. Did you ask 
in those experts how people chose their food, what factors went into 
consideration under food? 

Mr. Ettinger. The testimony within the letters really focuses on 
the food safety of the technology. 

Mr. Stupak. So you didn’t ask them about carbon monoxide and 
if consumers should know? 

Mr. Ettinger. No, sir. That was not part of those letters. 

Mr. Stupak. Mr. Whitfield asked questions here from Hormel, 
and consumers used the following to determine wholesomeness: 
“sell by” date, packaging, smell. He went through it. Did you tell 
your consumers in the survey that you package your meat in car- 
bon monoxide? 
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Mr. Ettinger. I’m not sure that that was our survey that you’re 
referring to. 

Mr. Whitfield. Mr. Chairman, actually that was a Consumer 
Federation 

Mr. Stupak. You’re Hormel, right? 

Mr. Ettinger. Yes, sir. It is in a document we submitted, but it 
was not our survey that was conducted. 

Mr. Stupak. But this is what you submitted, right, to the 

Mr. Ettinger. Yes. 

Mr. Stupak. Did you tell the consumers you have carbon mon- 
oxide meat here? 

Mr. Ettinger. No, sir. 

Mr. Stupak. Do you tell your customers that you have carbon 
monoxide in your meat? Do you think your survey would be dif- 
ferent if they people knew there was carbon monoxide in the meat? 

Mr. Ettinger. I don’t know that it would. I think that the survey 
goes to the priority that consumers place on information that is 
useful for them to make decisions. 

Mr. Stupak. Were you here when the last panel testified? 

Mr. Ettinger. Yes, I was. 

Mr. Stupak. And they said that 75 percent of the consumers 
stated that they were very concerned about the practice of adding 
carbon monoxide to meat. Do you dispute that? 

Mr. Ettinger. No. I heard that testimony. 

Mr. Stupak. OK. Let me go to exhibit 30, which I think is right 
there in front of you. I’ve referred to it throughout. 

Mr. Page. Is it in this book, sir? 

Mr. Stupak. Yes. I’m not sure that is the right one. There are 
two books there. 

In those 10 letters you submitted, did your experts take in the 
microbial population of fresh meat as affected by many factors, 
such as the number and distribution of microbial species present 
at the start of the health and handling of live animals, slaughter- 
ing practices, chilling of the carcasses, sanitation, type of packag- 
ing, handling throughout distribution and storage; or were they 
just talking strictly about carbon monoxide? 

Mr. Ettinger. I don’t know that they specifically looked at that, 
but clearly, as experts within the field of food science, they would 
recognize, yes, that there are varying conditions that need to be 
monitored. 

Mr. Stupak. And every one of those can affect the safety of the 
food, correct? 

Mr. Ettinger. That’s correct. 

Mr. Stupak. And you don’t feel that if anything is wrong with 
the handling of the food, like, say, sample G there that looks quite 
fresh, that your carbon monoxide doesn’t mask over any microbial 
pathogens or agents in that fish — or, excuse me, that meat that has 
been sitting there for 2 years? 

Mr. Ettinger. You reference that that package was over 2 years 
old. Yes, we would have a problem with that. We would hold the 
companies with whom we do business on this product line. We 
have a contract with each one of them that they will pull products 
at code date. We recognized that testimony earlier today from the 
Government indicated that that was a critical element of this 
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project — of this packaging being approved was that the code date 
had to be prominent. 

Mr. Stupak. Do you think that is deceptive to the consumer? 

Mr. Ettinger. I think that they shouldn’t be consuming a prod- 
uct that is 2 years old. 

Mr. Stupak. Would you consume it? 

Mr. Ettinger. Absolutely not. 

Mr. Stupak. But yet you think adding carbon monoxide to keep 
it fresh-looking is OK? 

Mr. Ettinger. We don’t add carbon monoxide to make product 
look fresh beyond its code date. I can explain more thoroughly 

Mr. Stupak. So why isn’t that turning all brown and nasty then 
if it has been 2 years if it is past the code date? It has got carbon 
monoxide, E, E, G. 

Mr. Ettinger. The carbon monoxide does have a tendency to sta- 
bilize color in the meat. 

Mr. Stupak. That may not be the purpose of carbon monoxide, 
but as we can see there — it may not be your purpose when you add 
it, but it is the end result, is it not, in E, E and G? It looks fresh 
well past the code date? 

Mr. Ettinger. Those aren’t our packages. 

Mr. Stupak. I know. So therefore it would appear at least to be 
deceptive to the average person. 

Mr. Ettinger. We’d be concerned if consumers are eating that 
product beyond the code date. 

Mr. Stupak. OK. Thanks. 

Mr. Brinsmade, you stated that you supply seafood products to 
retailers, distributors and restaurants across the United States and 
Europe. Do you sell any of your products to Europe that have been 
exposed to your Clearsmoke technology? 

Mr. Brinsmade. Yes, sir. Up until December of this prior year, 
we were selling Clearsmoke products in the EU. 

Mr. Stupak. So until December 2006? What happened? You don’t 
anymore? 

Mr. Brinsmade. Yes, sir. So what occurred is that we are actu- 
ally a Dutch corporation, and we had won five suits with the Dutch 
health authorities and proved through science that this process was 
actually a valid process. What then occurred was that some of the 
member states, specifically some of the southern states who rely on 
specifically tuna for their economy, felt that this was deceptive. So 
there was a bit of economic issues; therefore they changed legisla- 
tions. We are now currently still fighting this battle in the EU. 

Mr. Stupak. OK. So they thought it was deceptive. So since De- 
cember of last year, you can’t bring it into the EU. Do you still sell 
your products over there without Clearsmoke? 

Mr. Brinsmade. Yes, we do sell fish products without 
Clearsmoke. 

Mr. Stupak. So in order to economically — economic — it is not an 
economic thing then. You can still make a profit and all that by 
selling to the EU even though you don’t have Clearsmoke on your 
fish products, right? 

Mr. Brinsmade. Yes, sir. We diversified into other species of fish. 

Mr. Stupak. OK. What is in your Clearsmoke besides carbon 
monoxide that affects fish? 
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Mr. Brinsmade. Yes, sir. You asked this question before, so I’m 
glad I’ve had the opportunity to answer this. In smoked processes, 
be it tasteless smoke or Clearsmoke, it is a wood-smoking process, 
which means we burn hickory wood. The attributes of the wood, 
such as phenols, which is the No. 1 ingredient that retards bac- 
teria — ^you have hydrogen, you have phenols, you have nitrogen, 
carbon dioxide — all of those are used for the preservation of the 
product. And it is a process that has been going on, as we all know, 
for hundreds and hundreds of years. So we are smoking the prod- 
uct. 

Mr. Stupak. ok. So when I asked Mr. Kraemer the same ques- 
tion, you were right, when he said it was just carbon monoxide and 
nitrogen, there is more to it than that? 

Mr. Brinsmade. Much more to it, sir. 

Mr. Stupak. Is that what helps enhance the color, then, of the 
seafood? I think we have had some slides in the last testimony 
where the tilapia side by side, one was enhanced and much bright- 
er. Was it the pathogens that do that, the nitrogen? What is it 
that 

Mr. Brinsmade. The actual — what fixes the color is the carbon 
monoxide component of the smoke in our smoke process. But you 
receive the same amount of carbon monoxide when you throw a T- 
bone on the grill through our process. Any time you burn anything 
on a grill or when you burn a table, you’re getting the same levels 
of carbon monoxide. 

Mr. Stupak. OK. Mr. Whitfield for questions. 

Mr. Whitfield. Thank you. Chairman Stupak. 

Thank you all very much for being with us today and testifying 
on this important issue. 

I would like to ask this question to, I guess, Mr. Ettinger. In the 
first panel. Chairman Stupak referred to e-mails among employees 
of Hormel, and it related to an April 2004 FDA letter requesting 
more information. And the documents indicated that internal 
Hormel employees had some concerns about the samples’ microbac- 
terial counts, the stats of the studies conducted by David Rusack. 
And I was wondering, Mr. Ettinger, if you can tell me, were those 
concerns addressed, and, if so, how? 

Mr. Ettinger. Mr. Whitfield, that is the first I had heard of that. 
However Dr. Phillip Minerich, who is the head of our research and 
development facility, and who Mr. Rusack works for, is here today. 
And if the committee would like to take testimony from Mr. 
Minerich on that topic, he’d be very welcome to provide that. 

Mr. Whitfield. We appreciate that very much. Thank you. 

I’ve been a little bit perplexed about this hearing, truthfully, 
even though I recognize that everyone is certainly acting with the 
very best of motives. But we have a situation here where a process, 
a packaging process, using carbon monoxide has been approved by 
the Department of Agriculture. They have a Memorandum of Un- 
derstanding with the FDA. We have a consensus of expert scientific 
opinion that this is a safe process. We have a package that has a 
date on it that it must be used by a date certain. You all have con- 
tracts with the people who purchase your meat and sell it in gro- 
cery stores that they must agree to not keep it past the “best use” 
date. And I know that being a publicly traded company, you’re al- 



424 


ways obviously concerned about legal liability and evep^thing else. 
And you, too, Mr. Ettinger, and Mr. Page, all of you chief executive 
officers are responsible for taking care of your stockholders and the 
public as well with the very best of products. 

So I would just ask you, do you have any concern whatsoever 
about the safety of this product for your consumers? Mr. Page? 

Mr. Page. I think, as I’ve said, the technology enhances safety. 
It clearly inhibits the growth of bacteria and of pathogens if they’re 
present; that it affords the consumer the opportunity to carry prod- 
ucts home in their shopping cart or their grocery bag into their re- 
frigerator without the risk of cross-contamination. It enhances food 
safety not just in the store by eliminating this by doing it in the 
back room, but in the home by avoiding the cross-contamination 
that can take place with other packaging technologies. 

I think clearly it would be our intention to encourage the adop- 
tion of technologies that allow consumers to buy these products, to 
use them safely in their homes. 

Mr. Stupak. Mr. Ettinger? 

Mr. Ettinger. What I would add to that is we have the added 
benefit 3 years later of having had actual experience in the market- 
place, and as I mentioned in my testimony, we’ve sold nearly 23 
million packages of this case-ready lid-stock product. We have our 
800 number on every package. It is all branded Hormel. It tends 
to be a high-ticket item. These are beef and pork whole muscle 
items in the case of the joint venture, and so if consumers have a 
bad experience with it, we’re going to hear about it. 

During that entire timeframe, we’ve received 48 consumer calls 
relating to flavor or off condition of any type. We are very open to 
trying to address to knock the No. 48 down, and that is part of the 
discussions we’ve had with subcommittee staff where we’re open to 
adding language to the package talking about color to see if we can 
make that number even lower. But clearly the experience has been 
that consumers are not eating bad product and are not being de- 
ceived by this technology. 

Mr. Whitfield. Mr. Brinsmade, did you want to make a com- 
ment? 

Mr. Brinsmade. No, sir. Listening to these gentlemen, I have 
nothing more to state. 

Mr. Whitfield. Now, it has been referred to a sample there is 
2 years old. I’m assuming if we opened that package up, there 
would be a little bit of an odor. Would there? Would there be an 
odor in this package that is over 2 years old? 

Mr. Ettinger. There should be a very significant odor. 

Mr. Whitfield. Now, we have heard a lot today about consumer 
deception, and certainly there is a distinction between consumer 
deception and consumer acceptance. And I think your goal was to 
facilitate the consumer, give them an attractive product. Anybody 
in the business of selling food products wants an attractive pack- 
age. And so your intent here was not to deceive anyone, but was 
to help provide consumer acceptance. I’m assuming. Was that cor- 
rect? 

Mr. Ettinger. I think that is an element of this packaging sys- 
tem that is really not understood. What we’re trying to do with this 
packaging is provide the available freshness to the consumer. 
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I can give you an illustration of this. Our company is 
headquartered in Austin, MN, a small town in rural Minnesota, 
south Minneapolis. We basically have two major grocery stores in 
the town. I went to both stores on Saturday to look at what was 
available in terms of the fresh meat offerings in those cases. One 
of the stores uses the traditional overwrap method done in the 
store, and the typical product life left that would be available to 
the consumer in that store was 2 to 3 days. The other store in town 
sells the product line that utilizes our low-oxygen-modified packag- 
ing, and the typical available freshness to consumers in that store 
was 10 to 11 days. The consumer then has the opportunity to bring 
that product home and doesn’t have to decide the first night, gee, 
do I grill this up now, or do I have to put it in the freezer? This 
provides them with the available freshness that prior to this tech- 
nology was often in the back room of the store and not available 
to them. 

Mr. Whitfield. Now, one last question. I know that a petition 
has been filed at the FDA asking them to review the GRAS deter- 
mination relating to this packaging. It was filed by a Calsak Com- 
pany. Are you all familiar with Calsak Company? 

Mr. Page. Not intimately, but in preparing for today, I was made 
aware 

Mr. Whitfield. And you are aware that they use rosemary ex- 
tract, and it is competing with your technology; is that correct? 

Mr. Page. That’s what I was told, yes. 

Mr. Whiteield. I yield back. I have no time left. 

Mr. Stupak. Mr. Dingell for questions. 

Mr. Dingell. Thank you. 

Gentlemen, your testimony today has been very helpful, and I 
want to express to you my appreciation for your presence. 

First of all, I note here in the comments made by you, Mr. 
Ettinger, you said this 

Inclusion of carbon monoxide in a package does stabilize the color of meat. If im- 
properly handled or used well heyond the “sell” or “use by” date, it is possible that 
it could he spoiled in the package, yet still look red. We put sell hy the dates — ’’sell 
by” dates on the front of this product in type three times larger than normal to ad- 
dress this. We put another “sell by” date on the hack of the product. 

Then you said this 

Hormel will comply with any labeling of the product that is determined to he nec- 
essary and fair through the legislative or regulatory process. 

Then in your rather helpful comments, Mr. Brinsmade, I note 
you said this on behalf of yourself and your company 

We oppose the use of carbon monoxide to mask any decomposition in fish. The 
use of carhon monoxide can he an effective means to provide the consumer with a 
safe product, hut we agree that it must he labeled properly. 

Gentlemen, do you all agree with those statements? Is there any 
disagreement on the part of anyone with those three statements? 
Yes or no? 

Mr. Ettinger. Mr. Dingell, there were quite a few statements, 
and I think I would be in agreement with all of them, except if 
you’re incorporating by reference Mr. Brinsmade’s statement that 
carbon monoxide should be on the label, I would respectfully dis- 
agree with that. 
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Mr. Dingell. ok. Now, gentlemen, we have a little problem 
here. We have a situation where it is possible that if the labeling 
doesn’t warn the consumer, that consumer is libeled by a product 
where decomposition or overage or the safety of the meat product 
is masked by the presence of the carbon monoxide treatment; is 
that right? 

Mr. Ettinger. Well, two things would have to happen for that 
to occur. 

Mr. Dingell. That is a possibility; is it not? 

Mr. Ettinger. Well, the consumer would have to not notice the 
code by date, and the store would have to violate our contract and 
not pull the product prior to the code by date. But it is certainly 
conceivable that both of those things could happen. 

Mr. Dingell. Hormel says this here: The inclusion of carbon 
monoxide in the package does not stabilize the color of meat. If im- 
properly used or used well beyond the “sell” or “use by” date, it is 
possible it could be spoiled in the package and still look red. 

So we have then here a problem, don’t we? We can — the con- 
sumer, if this is not properly labeled, can be buying overaged meat 
which is unsafe, which looks good, but which, when he gets it 
home, he’ll find either it smells bad, is unpleasant to eat, or can, 
in fact, be unsafe. Isn’t that a true statement? 

Mr. Ettinger. We feel that the product line provides 

Mr. Dingell. Just yes or no. 

Mr. Ettinger. It is possible that a consumer could bring the 
product home, and it would be 

Mr. Dingell. And there is no disagreement there, I think, at the 
table there. 

Now, tell me, what do we do to see to it that this is properly la- 
beled so that the consumer gets the warning he needs, industry 
gets the ability they need to properly process the food, and at the 
same time see to it that the public interest and the public are safe 
because the regulation is adequate to ensure proper protection of 
the consumer? How do we do that? 

Mr. Ettinger. Due to helpful discussions we’ve had with sub- 
committee staff and a third meeting where they actually flew out 
to the facility at Cargill, we’ve had an opportunity to at least en- 
gage in dialog about some of the possible ways to address that, and 
we really have kind of proposed two of them. One is the additional 
label language that both Mr. Page and I referred to, that color and 
freshness — color is not — excuse me — an accurate indicator of 
freshness, that the consumer should refer to the “use” or “freeze 
by” date. 

Mr. Dingell. The Eood and Drug — Eood and Drug does not re- 
quire anything be done with regard to a “sell by” date, do they? 

Mr. Ettinger. My understanding is it is not required under 

Mr. Dingell. Under regulation. And yet some of the companies, 
I think Hormel, has put a “sell by” date on there, don’t you? 

Mr. Ettinger. Yes. All the products sold 

Mr. Dingell. And that is done out of concern for the safety of 
your consumer? 

Mr. Ettinger. That’s correct. 

Mr. Dingell. Because you believe that that is necessary to pro- 
tect them. 
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Now, there are other companies that do not do that, aren’t there? 

Mr. Ettinger. I know on the products that we sell through 
Hormel, both the joint venture and on a regular basis 

Mr. Dingell. So if that is not done, the consumer then is not 
protected, is he? The consumer doesn’t know what the “sell by” 
date is. He buys himself a nice-looking red meat, and he finds that 
that consumer is perhaps put at risk because he didn’t know when 
that had to be used or sold or frozen; isn’t that right? 

Mr. Page. The USDA made it a condition of their approval of the 
use of this technology that there be a “sell by” date. So you said 
the FDA, and I think Mr. Ettinger answered correctly to that ques- 
tion. With the USDA the Government 

Mr. Dingell. But Food and Drug doesn’t require a “sell by” date, 
nor does the Department of Agriculture, do they? 

Mr. Page. No. As a requirement of this technology, we’re obliged 
to put a “use by” date 

Mr. Dingell. Are you required to do that? 

Mr. Page. It is a condition 

Mr. Dingell. Where is that in the regulation? 

Mr. Page. It is a condition of our approval. 

Mr. Dingell. I am of the view, read correctly, that there is no 
regulation on this, that the regulation has never been promulgated. 
Am I in error on that point? 

Mr. Page. I won’t speak technically or legally to the issue of the 
regulation, but I do know we’re not allowed to produce this product 
with this technology in our facility without a USDA-approved label. 

Mr. Dingell. This is a very good answer, sir, but it doesn’t an- 
swer the question. Food and Drug does not have in place any regu- 
lation with regard to labeling or a “sell by” date, do they? They 
simply permit you to do this. And there is no published regulation. 
The regulation, if such has been put forward, has never had either 
the comments of consumers or anybody other than the industry 
groups; isn’t that right? 

Mr. Page. Not to restrike a dead horse, but the letter we re- 
ceived back from the USDA authorizing the implementation of this 
packing technology excludes the specific requirement that the label 
must show a “use by” date. 

Mr. Dingell. See, here is my concern. The consumer is not pro- 
tected. You folks don’t have a clear regulation. Honest folks like the 
three of you sitting there at the table, you don’t have a regulation 
you can point to. And on top of that, rascals in the industry don’t 
have to pay to heed any regulation because there is no regulation 
in place. And I’m not sure how we prosecute them from mis- 
behavior or how we protect the consumers or how we protect you 
from unfair competition by rascals who aren’t troubled about these 
matters. 

I think we have a bad situation on our hands. Are you here to 
defend that situation? I find myself hard put to defend it. I think 
you’re at risk. I think the consumer is at risk. And I think Food 
and Drug is not doing its job. Am I in error in my thesis on these 
matters? 

Mr. Ettinger. I really wouldn’t have a comment as to the entire 
regulatory ambit, but we know in terms 
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Mr. Dingell. Well, we have got rascals out there that are able 
to disregard this. They make their meat look red, they sell rotten 
meat, and you three, who I think are interested in doing an honest 
job, find yourself in a position where you’re competing with folks 
who don’t feel themselves pressured to do us right. I think that is 
a bad situation. So we’ve got you folks getting badly treated and 
the consumer shabbily treated. 

This is a bad situation. Something has got to be done. How is it 
that I can defend it, or, even more importantly, how is it, gentle- 
men, that you can defend it? 

Mr. Ettinger. I guess we can only rely on the regulatory experi- 
ence we have had with this product. 

Mr. Dingell. And we have already talked about the regulatory 
system. And we are going to have a nice letter off to Food and Drug 
asking them to explain how they’ve complied with the require- 
ments of the administrative procedure. And I have to say that if 
somebody — some reasonably intelligent lawyer were to sue Food 
and Drug, Food and Drug would all the sudden have a very large 
problem on its hands. 

But you, marketing your foods, if somebody gets bad meat, which 
is colored to be a nice pink — are going to have a very fine lawsuit 
on your hands. And I think this is something that we’ve got to ad- 
dress here in this committee, see to it that Food and Drug does its 
job, see to it that Food and Drug protects you, see that you are pro- 
tected, see that the consumers are protected and that everybody is 
treated in a proper and decent fashion. And I don’t see that today. 
And I wonder how it is that you’re so comfortable appearing here 
before the committee when you’re confronting a situation of this 
kind. 

Mr. Page. I want to address the regulatory environment, and 
certainly some of the testimony regarding the processes surround- 
ing GRAS are not clear. But I do believe that both of our compa- 
nies or all three of our companies have spent a great deal of time 
with our technical staff and are very comfortable with the science 
surrounding this packaging. 

Mr. Dingell. I’m not attacking your company. I’m just saying, 
fellows, I think you have a problem on your hands, and I think the 
consumer has got a problem on his hands. And I think Food and 
Drug is the architect of this misery, and I think we’ve got to see 
to it that Food and Drug does a better job. And we’re going to dis- 
sect Food and Drug in a very nice communication in which we are 
going to ask them about how it is they are doing it and why it is 
that they are doing this. 

So, gentlemen, thank you for your patience with me. 

Mr. Chairman, members of the committee, I thank you for your 
courtesy to me, and I yield back the balance of my time. 

Mr. Stupak. Thank you, Mr. Chairman. 

Mr. Burgess for questions, please. 

Mr. Burgess. Thank you, Mr. Chairman. 

Let’s just follow up on that for just a moment because the chair- 
man of the full committee has said that the FDA was the architect 
of this misery. Let me ask you each in turn, how many cases of ill- 
ness are we talking about having been caused by this type of pack- 
aging? 
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Mr. Ettinger. Well, the packaging involved in the Precept ven- 
ture all carries the Hormel brand. It carries our Hormel Foods 800 
line, and we’ve received no documented cases of food-borne illness 
out of 22-plus million packages sold. 

Mr. Burgess. And either Mr. Page or Mr. Brinsmade, either one 
of you recorded any instances of illness? 

Mr. Brinsmade. No, sir. Out of the seafood side of the 150 mil- 
lion portions that we have supplied the U.S. market, we have zero 
food-borne illnesses. 

Mr. Burgess. And I’m going to assume there are no deaths that 
are directly attributed to this type of packaging and this tech- 
nology. Is that a correct assumption? 

Mr. Brinsmade. Yes, sir. 

Mr. Burgess. What about the number of complaints? People 
didn’t die. How many complaints have you had that people have 
been misled or deceived by what the focus of this investigation has 
been today? 

Mr. Brinsmade. As far as our company is concerned, we’ve had 
zero. 

Mr. Burgess. Mr. Ettinger? 

Mr. Ettinger. As I mentioned earlier to Chairman Stupak, we 
do have 800-line consumer information on the package, and we do 
get calls from our consumers on this product line and a lot of our 
other product lines as well. Out of the entirety of the 3 years we’ve 
been selling the product and the over 22 million packages sold, we 
tallied up that there had been 48 comments from consumers relat- 
ing to flavor or off-condition complaints for this product line. That 
is a very low ratio in terms of what would be typical in the food 
industry. But we also recognize that we’d like that number to be 
zero. We’d be looking for ways to make that happen. 

Mr. Burgess. So 44 out of 22 million? 

Mr. Ettinger. That’s correct. Forty-eight. 

Mr. Burgess. Forty-eight. 

And, Mr. Page? 

Mr. Page. None that I’m aware of 

Mr. Burgess. So the architect of the misery has really not got 
much to show for their architecture. 

How do you measure — how do you measure the likelihood of de- 
ception? If deception is the issue here, Mr. Chairman, I have got 
to assume that is the issue here because, for the life of me, we have 
got no illness, no death, no complaints. We have got plenty of prob- 
lems with salmonella in peanut butter and E. coli in lettuce leafs, 
things we legitimately should be focusing on. But how do you meas- 
ure the likelihood of deception from this packaging? Has anyone 
done an audit to see if the consumer is, in fact, misled by the color 
of the food that they purchased or misled by the “use by” or “freeze 
by” date? 

Mr. Ettinger. We are not aware of any consumers that have 
stated specifically that they feel they were misled by it, but I think 
it goes beyond that. I think there has just been a general confusion 
about the purpose of carbon monoxide in this packaging system to 
the notion that the reason we’re utilizing it is we are attempting, 
in essence, to color bad meat and make it look good. 
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That is not the purpose of carbon monoxide in this overall pack- 
aging system. This system was introduced as a food safety en- 
hancement. It allows us to pack case-ready product in our plant, 
and provide maximum available shelf life to consumers, and pro- 
vide them with a tamper-proof, leak-proof package that they then 
can rely on in their own homes. 

Mr. Burgess. I appreciate the leak-proof aspect of it. 

Let me just ask, do you audit the store shelves to make certain 
that food that is beyond the “use by” or “freeze by” date is not ap- 
pearing or is not maintained on the grocery shelves? 

Mr. Ettinger. The retailer is obviously a different company than 
ours. In this case and this particular product line, we do have very 
specific contracts in place with each retailer with whom we part- 
ner, and this has really been very significant to them. They don’t 
typically turn over their entire meat case to a case-ready program 
unless we maintain certain obligations in our facilities as well. 

One of the other aspects that was not talked about in terms of 
preserving the freshness and protecting the consumer is when our 
product goes from our production — the production plant of the ven- 
ture to the retailer, it goes in a truck that has temperature indica- 
tors in the truck to make sure that it is maintained at the proper 
temperature during that whole time, and then the cold chain then 
becomes the responsibility of the retailer. We train them in that, 
we audit them in that, and we make sure that that is being main- 
tained for the consumer’s protection. 

Mr. Burgess. So you do provide audits on the maintenance of 
temperature. And those trucks that you talked about that have the 
temperature-sensing devices, do those go to some type of recording 
device so that that information is maintained over time? 

Mr. Ettinger. Yes, we do. 

Mr. Burgess. Thank you. 

And let me just ask, Mr. Ettinger, and I apologize for not being 
here when you gave your oral testimony, but in your written testi- 
mony you elaborate on a new technology that Hormel is developing 
to address the issue of long-term color change. Can you tell us a 
little bit about what the technology is and how it would address 
some of the concerns raised by the witnesses on the consumer 
panel? 

Mr. Ettinger. One of the things I mentioned in the testimony 
and I have spoken to in a couple of times during the question and 
answers, we really feel that this product line provides many bene- 
fits to consumers, the product safety, the additional available shelf 
life. 

We recognize through our discussions with the subcommittee and 
the subcommittee staff that the lack of color has been a potential 
downside. We felt we were addressing that by putting code dating 
on it in three-times-larger type. And I know that in testimony ear- 
lier, they were looking at a package where they couldn’t see it. I 
think if you look at our package, it is really very clear on both the 
front and the back of the package. But in addition to that, we stand 
ready to try to eliminate even the 48 complaints that we have re- 
ceived related to flavor. We want to make sure that people are not 
having a bad experience with this product. 
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So we have offered to include the language relating to color, and 
we are working on a technology that would allow the meat, when 
it goes beyond code date, to turn a brown color that would be more 
typical of overwrapped meat in the grocery store. If we can accom- 
plish that without compromising any of these other advantages on 
food safety, then we will be happy to roll that out, and we are 
working earnestly in that regard. 

Mr. Burgess. It almost brings to mind the old Mission Impos- 
sible thing. You could have a product that self-eliminated after the 
expiration date, but I guess that would be hard on a grocer’s 
shelves. 

The chairman brought up that there was no actual rule you were 
following, Mr. Page. I think you tried to speak to that when you 
said that the USDA has made a suitability determination that is 
based on the labeling; is that not correct? So there actually are 
rules in place that you follow, rules put forward by the U.S. De- 
partment of Agriculture. 

Mr. Page. There was a process that was outlined to us, which 
we followed, to gain consensus from prominent scientists, to take 
that body of evidence and bring it forward. I understand from this 
hearing that that evidence passed back and forth between the FDA 
and the USDA. The outcome of their effort following some requests 
for additional information were a letter to our company and to our 
joint venture company, allowing us to begin to utilize this tech- 
nology provided that we had prominent “use by” information for 
the consumer on the retail-ready package. So we experienced the 
regulatory administrative process and the science focusing to be 
quite intense. 

Mr. Burgess. And I appreciate the large-print edition of the “use 
by” dates that you have on there so that I don’t inadvertently bring 
home something that’s close to its expiration, because it does cause 
domestic problems. 

Mr. Ettinger, let me ask you just to finish up here — and I wasn’t 
here when Mr. Whitfield did his questioning. Apparently, the issue 
came up that there was a study that Hormel had submitted to the 
U.S. Department of Agriculture where there were some problems 
with the study; is that correct? 

Mr. Ettinger. That is correct. 

Mr. Burgess. And that the U.S. Department of Agriculture re- 
lied upon this study to make their determination? 

Mr. Ettinger. Yes. What I testified to Mr. Whitfield was — he 
brought up the e-mail exchange that was in the evidence Chairman 
Stupak had referred to, and I stated that I really had not been fa- 
miliar with that e-mail prior to hearing it in the testimony today 
but that along with me today is Dr. Phillip Minerich, who is the 
head of our Research and Development facility and whom Mr. 
Rusick, who was the author of that one e-mail, worked for, and 
that he could explain what’s going on in that e-mail if the commit- 
tee would like to have that testimony. 

Mr. Burgess. I think it would be beneficial to the committee if 
we were to hear that explanation, because it was kind of left as an 
unresolved question. 
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Mr. Stupak. ok. You have to stand and be sworn in. If you’re 
going to testify, you have to be sworn in. Do you not want to be 
sworn in? Do you want to testify? You have to do it for the record. 

State your name first, please. 

Mr. Minerich. Phillip Minerich. 

Mr. Stupak. Spell it, please. 

Mr. Minerich. M-I-N-E-R-I-C-H. 

[Witness sworn.] 

Mr. Stupak. OK. The record should reflect the witness has been 
sworn in. 

Mr. Burgess. And I appreciate your willingness to provide us ad- 
ditional information. I just feel like the question was left out there 
not fully answered, and if you can provide us some additional infor- 
mation, I think that would be helpful to the committee. 

Mr. Minerich. Yes. I think there was some discussion about 
some data that was submitted to the FDA. I know Dr. Post was 
trying to recall a few years back what that data was, and then 
there was an e-mail correspondence. 

What this, in essence, boils downs to is the suppression of micro- 
bial growth, that this data demonstrates, really supports the agen- 
cy’s determination that this packaging system is safe and does not 
mask spoilage or odor. The data indicate that a low-oxygen, high- 
carbon dioxide packaging system actually does control microbial 
growth, and this result was later confirmed and replicated and 
validated through the work of Dr. Mike Doyle at the Center of Food 
Safety at the University of Georgia. 

We see this as a good thing, that this high CO^ environment, low 
oxygen environment does suppress microbial growth, not only from 
a spoilage perspective but also from the food safety perspective; 
and of all of the packaging systems that we want to deliver our 
products to the consumers in, we want to choose the one that deliv- 
ers the most safety to the consumer with an adequate product for 
an enjoyable eating experience. 

Mr. Burgess. So your data 

Mr. Stupak. Your time has expired, Mr. Burgess. We’ll go 
around for a second round if you want to ask more questions. 

Mr. Burgess. Your data would support the fact that a micro at- 
mosphere high in carbon dioxide would, in fact, suppress that type 
of microbial growth? 

Mr. Minerich. Yes. This data did a very good job in two types 
of bacteria — the total plate count, which is a general microbial 
count, and then also in psycrophiles, which are bacteria that spe- 
cifically grow under refrigerated conditions — and our data sup- 
ported that. 

Mr. Burgess. I thank the witness for his testimony. 

Mr. Chairman, I yield back. I’ll have no further questions. 

Mr. Stupak. Mr. Minerich, let me ask you this question then, 
and these are questions I put forth. 

The microbial levels started high and ended low in your study, 
and the microbial counts correlated, virtually, gas formation and 
odor scores; is that true? Yes or no? 

Mr. Minerich. Looking at the data, the microbial growth really 
is almost stabilized. 
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Mr. Stupak. Well, it started high, and it ended up lower. It 
should go up high, should it not, after time? 

Mr. Minerich. No, sir. This packaging system, because of its low 
oxygen atmosphere and its high CO^ atmosphere, suppresses mi- 
crobial growth. 

Mr. Stupak. Let me ask you this then. Let’s go to 71(d) if you 
want to go there. 

Now, you are actually listed on the copy list, are you not, in 
71(d)? You are the “Phil Minerich;” is that correct? 

Mr. Minerich. Yes, sir. 

Mr. Stupak. You’re Research and Development; is that right? 

Mr. Minerich. Yes, sir. 

Mr. Stupak. Who is Dave Rusick then? 

Mr. Minerich. Dave Rusick is a development leader who works 
in my department. 

Mr. Stupak. OK. So you’re his boss. 

Mr. Minerich. Yes, sir. 

Mr. Stupak. All right. As to this e-mail we’ve been talking about, 
had you seen that e-mail before today? 

Mr. Minerich. I don’t recall seeing this e-mail before today. 

Mr. Stupak. All right. I’m looking at 71(d). I’m in the e-mail 
now. 

Mr. Minerich. What page is that? 

Mr. Stupak. Well, it’s the last two pages of the exhibit. 

Mr. Minerich. Yes, sir. 

Mr. Stupak. OK. I read earlier about Mr. Rusick’s and Ms. Ann 
Waylan’s going back and forth. Then Mr. Rusick says 

Thanks for the response, Ann. Believe me. We are also puzzled by the data. 

So he is puzzled by the data, but you are not. 

But this is the second time it has happened regarding micro counts, gas and color. 
The first time is when we made samples for the FSIS. 

That would be the Department of Agriculture 

there is something going on. I don’t have the answers. 

It goes on, and he lays out the questions. 

There doesn’t appear to be a clear correlation between micro counts, gas and odor. 
You would think the counts would be highest in packages with the most gas and 
odor, but that’s not necessarily the case . . . Basically, however, there is a difference 
in the micro counts between the four treatments, which was a real surprise. I would 
have thought the lactate would have further retarded the bacterial growth therein. 

Now, “lactate” is an antibacterial agent, right, to keep it down? 

Mr. Minerich. Yes. 

Mr. Stupak. Then if you go on, you say 

It appears to me that the micro counts that you talked about remain relatively 
constant, as you said, across the four treatments during the three sampling periods. 
I could see the micro counts eventually d3dng off after they reached the multi mil- 
lions, but data didn’t come close to that. Regarding odor, we may not be checking 
for the right bug. 

Then it goes on to say 

I think we have to at least determine what the data tells us before we send it 
to lawyers, but it was forwarded on. 

So are you disputing Mr. Rusick then? 



434 


Mr. Minerich. No. I think this is a really good example of what 
happens in a company such as ours where innovation is just in- 
grained. Ann Waylan initiated the dialog. Dave Rusick responded, 
saying this was very early in this technology. He has repeated a 
study that shows some interesting data that this is really suppress- 
ing microbial growth, and the concern with the attorneys is real- 
ly — the question was at that time: Is there potential that between 
lactate and high CO^ and low CO and low oxygen that there might 
be some discoverable or patentable opportunity here? That’s what 
this discussion was really around. 

Mr. Stupak. But it said that he had already discussed it with the 
USDA, that Forest Dryden may have used these — Forest Dryden is 
one of your workers, one of your employees? 

Mr. Minerich. Forest Dryden was the vice president of Research 
and Development before he retired. 

Mr. Stupak. He used the tables to discuss it with Dr. Post, who 
we know is with the USDA. 

The part that bothers us is you had questions about the stud- 
ies — that’s what this e-mail indicates — and this data, which is in 
71(d), is the same evidence or the same data in 71(e), the next ex- 
hibit which was submitted to the USDA for your approval. That’s 
what bothers us. 

The other part that bothers me is you extol the virtues of modi- 
fied atmospheric packaging. And I’m not here to attack that type 
of packa^ng, and there is no doubt that there may be many bene- 
fits associated with it, but our concern is in using carbon monoxide 
in this type of packaging. 

Your testimony is that — Mr. Ettinger and Mr. Page both indi- 
cated you stated that the modified atmosphere that you use in your 
packaging suppresses microbial activity. However, isn’t it true that 
the addition of carbon monoxide to this packaging process does not 
contribute any additional antimicrobial properties? Carbon mon- 
oxide doesn’t give you any antimicrobial properties. 

Mr. Minerich. At the time of this study, it was unknown. That’s 
why the curiosity. 

Mr. Stupak. But we know that today, in sworn testimony by Mr. 
Page and Mr. Ettinger, they said that it did suppress microbial ac- 
tivity. 

Mr. Minerich. Correct. 

Mr. Stupak. So we didn’t know when we did the study, even 
though we submitted it to the USDA. Today, we know it doesn’t 
provide microbial activity. Yet we testified it does produce anti- 
microbial activity. So who is telling whom the truth here? 

Mr. Ettinger. I don’t know, from my testimony at least, that the 
carbon monoxide had anything to do with that. Carbon monoxide 
is used as part of the total MAP packaging system as a substitute 
for oxygen so that the product will turn red, just as meat products 
naturally turn red when they’re exposed to oxygen in the back 
room of a retail establishment. 

Mr. Stupak. But carbon dioxide is chiefly responsible for anti- 
microbial activity, isn’t it, for suppressing it? 

Mr. Ettinger. Yes. 

Mr. Stupak. Nitrogen is basically a filler to replace the oxygen, 
correct? 
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Mr. Ettinger. That would be my understanding. 

Mr. Stupak. So then why, in your testimony, did you mention 
that modified atmospheric packaging here that you ought to use 
would suppress microbial activity? 

Mr. Ettinger. We believe that the complete packaging system 
used in a case-ready environment versus a store overwrapped prod- 
uct have many food safety benefits. It’s all of it put together. 

Mr. Stupak. Then why couldn’t you have just used carbon diox- 
ide with the nitrogen and not use carbon monoxide? 

Mr. Ettinger. Because the product that we would then put into 
the retail case would be purple, and the consumer doesn’t want to 
buy purple meat. 

Mr. Stupak. So what is more deceptive, the purple meat or 
bright red meat? 

Mr. Ettinger. Meat is purple in its natural state unless it’s ex- 
posed to oxygen. In a regular opportunity at a grocery store, meat 
is shipped in a vacuum-packed package that is purple; and when 
it’s held — it’s perfectly fresh as long as it’s held in a refrigerated 
environment, and it isn’t until that product is cut open and then 
put into cases and exposed to oxygen that it turns red. 

Mr. Stupak. So let’s go back to the purpose of the hearing. As 
I said in my opening statement, carbon monoxide does nothing to 
preserve the freshness of the meat or fish, true? It does nothing to 
preserve the freshness? 

Mr. Ettinger. Not by itself 

Mr. Stupak. OK. Carbon monoxide does nothing to prolong the 
food’s shelf life, does it? 

Mr. Ettinger. No. 

Mr. Stupak. Carbon monoxide doesn’t make food safer, does it? 

Mr. Ettinger. No, not by itself. 

Mr. Stupak. Then what’s the purpose of using carbon monoxide 
other than to deceive the consumer? 

Mr. Ettinger. Because it allows us, in combination with the 
packaging technology itself and the carbon dioxide in nitrogen, to 
provide consumers with fresher products and with enhanced food 
safety. 

Mr. Stupak. What is your 800 number? You mentioned your 800 
number that consumers can call. What is it? 

Mr. Ettinger. It’s a number that’s on every package or product. 

Mr. Stupak. Yes. What is it? What is the number? 

Mr. Ettinger. Oh. Let me see if it 

Mr. Stupak. I know it’s hard to read. It’s so small. 

Mr. Ettinger. Yes, that would be my difficulty. 

Mr. Stupak. It’s not deceptive, but 

Mr. Ettinger. I would need to borrow some glasses. 

Mr. Stupak. OK. You don’t know it off the top of your head. 

Mr. Ettinger. No, I don’t. 

Mr. Stupak. Mr. Page, do you know your 800 number? 

Mr. Page. I do not. 

Mr. Stupak. How about you, Mr. Brinsmade? 

Mr. Brinsmade. Yes, I do. 

Mr. Stupak. It’s on your package, probably. 

Mr. Brinsmade. Could I look at it? 
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Mr. Stupak. Sure, if it’s on your iPod. I carry your 800 number 
on my BlackBerry. 

Mr. Brinsmade. I do have it, sir. I don’t know it off the top of 
my head. 

Mr. Page. I’ll give Hormel’s, while he’s looking, with your per- 
mission. 

Mr. Stupak. Hormel’s is 1-800. 

Mr. Page. 523-4635. 

Mr. Stupak. 4635. OK. 

Mr. Brinsmade. I will submit my 800 number to you in a second, 
sir. 

Mr. Stupak. It’s probably on your package there. It might be 
quicker than modern technology. 

Mr. Brinsmade. Actually, our 800 number is not on this package, 
sir. 

Mr. Stupak. OK. Well, just submit it. 

Mr. Ettinger, you indicated you had 48 complaints over thou- 
sands and thousands, but none of those people knew or complained 
about carbon monoxide in your meat, did they? 

Mr. Ettinger. No. 

Mr. Stupak. Because you never told them there was carbon mon- 
oxide there. 

Mr. Ettinger. No, but the complaints I was referring to are re- 
lated to flavor or an off-condition. 

Mr. Stupak. Right, but now, once we know your 800 number, 
people can now call, who might be watching this, and voice their 
opinions on carbon monoxide. Would that be fair? 

Mr. Ettinger. Yes. 

Mr. Stupak. OK. Mr. Page, would that be fair if they called your 
1-800-523-4635 to express their concerns? 

Mr. Page. Yes. 

Mr. Stupak. Because you guys have said you have never done 
any kind of studies to determine how consumers feel about it, 
right? 

Mr. Ettinger. No. That’s correct. This would be an excellent en- 
vironment for consumers to learn all about the advantages of the 
technology. 

Mr. Stupak. OK. Let me ask you another question, if I may, Mr. 
Ettinger. 

Mr. Ettinger. Yes. 

Mr. Stupak. Let me ask you this question. In your testimony and 
in Precept’s letter to the committee, dated August 11, you stated 
that using carbon monoxide does not mask spoilage. “Spoilage is 
manifested by changes in meat color, flavor or appearance. We 
know that packaged meat in atmosphere containing carbon mon- 
oxide will appear red indefinitely even if spoiled.” 

In your testimony and in your letter, you stated that other spoil- 
age indicators like odor will alert consumers that a product is 
spoiled even if it does not look like it. Please explain to me how 
the consumer can detect off-odors in sealed packages at the point 
of purchase. 

Mr. Ettinger. They would not be able to. That is one of the 
trade-offs of having a tamperproof/leakproof packaging, is it would 
diminish the amount of odor. However, it also has the added effect 
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that, if a consumer were to take it home and open it, it has trapped 
in any potential spoilage odors, and so they would actually experi- 
ence them much more strongly than traditional meat items. 

Mr. Stupak. But the point of deception is when I purchased the 
meat. If it’s spoiled because it’s hermetically sealed, I can’t smell 
it if I wanted to in the store. 

Mr. Ettinger. Not at the point of purchase, but then our expec- 
tation is we would have heard about it from our consumers. 

Mr. Stupak. In fact, when you talked about the samples in your 
answers, you said you had one here, and in about 2 years, that 
would have a significant odor, but you can’t smell it right there, 
can you? 

Mr. Ettinger. That is correct. 

Mr. Stupak. OK. 

Mr. Page, Mr. Burgess asked you about the safety and all that 
of carbon monoxide, but, just recently, Cargill recalled over 1 mil- 
lion pounds of ground beef in November, right? 

Mr. Page. That is correct. 

Mr. Stupak. Isn’t it true that the last recall was for E. coli 
0157:H7, a particularly dangerous pathogen? Right? 

Mr. Page. It was. 

Mr. Stupak. Eleven percent of that recall, 119,000 pounds, was 
shipped to grocers in packages that contained carbon monoxide; 
isn’t that correct? 

Mr. Page. Yes. 

Mr. Stupak. OK. I have no further questions. 

Mr. Burgess. 

Mr. Burgess. Yes, but just to follow up on that, the product that 
was shipped that had the toxigenic E. coli that also concomitantly 
had carbon monoxide, those two facts are true and not related. 
Like the carbon monoxide did not cause the E. coli. It didn’t cause 
it to be more toxigenic. It didn’t cause it to be more virulent than 
it would have been under normal circumstances. We really should 
be having this hearing about toxigenic E. coli and how it finds its 
way into the ground beef products that are sold in our stores. 

Mr. Stupak. I agree. 

Mr. Burgess. Instead, we’re talking about a packaging compo- 
nent where realistically — again. I’ll reiterate, there have been no 
illnesses, no deaths, no complaints or 48 complaints out of 22 mil- 
lion items sold. 

I agree with Mr. Ettinger completely. If you open a package that 
has been sealed against leakage and the micro atmosphere is es- 
caping and you open it up and it’s a bad product, you’re going to 
know about it pretty quickly, and if you’re in my family, you’d 
probably take it back to the grocery store and get reimbursed or 
an additional product dispensed. 

Would that not be the case, Mr. Ettinger? 

Mr. Ettinger. Yes, sir. 

Mr. Burgess. So he’s familiar with my family. 

Look, as to this line of questioning that we’ve just heard, there’s 
a lot of things that I could say. 

To any one of you, is it deceptive that you put nitrogen in the 
micro atmosphere of those packages before you seal them up in 
those leakproof containers? Do you feel it’s deceptive to the con- 
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sumer that you’re not disclosing that there is nitrogen in those 
packages? 

Mr. Ettinger. No, we don’t helieve so. We think it has heen fair- 
ly common practice to have modified atmosphere for a number of 
food products to enhance freshness and safety. 

Mr. Burgess. Well, of course, nitrogen occurs — it’s ubiquitous in 
our atmosphere, and it’s generally an inert gas as far as human 
and plant life is concerned and as far as the process of respiration 
is concerned, but carbon dioxide is not, so you’re putting in 40 per- 
cent carbon dioxide. That would probably be a lethal partial pres- 
sure of carbon dioxide for any one of us if we were to breathe 40 
percent carbon dioxide for any period of time. 

Do you disclose that? 

Mr. Ettinger. No, sir, because it is just in the package, and it 
dissipates upon opening. 

Mr. Burgess. Exactly. So the issue of the carbon monoxide, 
again, is to extend the shelf life of the product, which is clearly de- 
fined and delineated on the product that you sell on the shelves. 

I would be interested if there has been any type of audit done 
to show whether or not the product is in a timely fashion removed 
from the grocery shelves if it extends beyond its “use by” or “freeze 
by” date. There is no way that this Congress, that this committee, 
can ever, ever prevent a consumer from mishandling a product. 
That’s going to happen from time to time, and it’s regrettable, but 
we can’t go into every refrigerator and every home and make cer- 
tain that all the food that has a “use by” or a “sell by” date is dis- 
posed of in a proper manner. 

I support and encourage Mr. Ettinger to continue with that tech- 
nology that would, perhaps, be an additional visual cue to the con- 
sumer that maybe this stuff has gone beyond its date. Again, short 
of self-inhalation or some type of warning buzzer on the package 
of bacon, I don’t know how you would get that accomplished. 

Again, I’ll just tell you, Mr. Chairman, that I’m a little dis- 
appointed with the hearing. There are plenty of things — we’ve de- 
voted a whole day to this. There are plenty of other things we could 
have done. Eor heaven sakes, we never had a hearing in sub- 
committee on SCHIP, and we’ve devoted a whole day to this. I’m, 
frankly, mystified by the behavior of the majority. 

I yield back the balance of my time. 

Mr. Stupak. Obviously, you missed the hearing on SCHIP. It 
was on Medicare Advantage, which we did have a very good hear- 
ing on. 

So this hearing is necessary for a number of reasons. Last week. 
Agriculture had their hearing, and they did not have very balanced 
panels, shall we say, when the consumer groups were not invited. 
Here, we’ve had both sides. 

Second, legislation pending before our committee does call for the 
labeling of carbon monoxide-treated packaging in meat. That’s our 
food safety bill. We’ve done most of our work on inspections, all of 
our food safety. Seafood especially we did some hearings on earlier 
this year. So we’ve had about three or four hearings. This is right 
up the line, and it’s an appropriate hearing. 

With that, let me dismiss and thank this panel for coming. 
Thank you for adding your testimony today. 
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Mr. Ettinger, we’ll need those 10 letters or letters you said you 
had by scientists, because we agreed to put that in the record. We 
would like to do that, please. 

Mr. Ettinger. Yes, sir. 

Mr. Stupak. So I want to thank all of our witnesses for coming 
today and for your testimony. 

I ask unanimous consent that the hearing record will remain 
open for 30 days for additional questions for the record. Without 
objection, the record will remain open. 

I ask unanimous consent that the contents of our document bind- 
er be entered into the record. Without objection, the documents will 
be entered into the record. 

That concludes our hearing. Without objection, this hearing of 
the subcommittee is adjourned. 

[Whereupon, at 3:30 p.m., the subcommittee was adjourned.] 

[Material submitted for inclusion in the record follows:] 
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Daniel Engeljohn, Ph.D. 

Deputy Assistant Administrator 

Office of Policy, Program, and Employee Development 

Food Safety and Inspection Service 

U. S. Dqsartment of Agriculture 

1400 Independence Avenue, S.W., Room 340 JW 

Washington, D.C. 20250-3700 

Dear Dr. Engeljohn: 

Thank you for appearing before the Subcommittee on Oversight and Livestigations on 
Tuesday, November 13, 2007, at the hearing entitled “Diminished Opacity: Can the FDA 
Assure the Safety and Security of the Nation’s Food Supply? - Part IV - Deception in Labeling.” 
We appreciate the time and effort you gave as a witness before the Subcommittee. 

Under the Rules of the Committee on Energy and Commerce, the hearing record remains 
open to permit Members to submit additional questions to the witnesses. Attached are questions 
directed to you from a Member of the Subcommittee. In preparing your answers to these 
questions, please address your response to the Member who has submitted the questions and 
include the text of the Member's question along with your response. 

In order to facilitate the printing of the hearing record, your responses to these questions 
should be received no later than the close of business Wednesday, January 30, 2008. Your 
written responses should be delivered to 316 Ford House Office Building and &xed to 202*225- 
5288 to the attention of Kyle Chapman, Legislative Clerk. An electronic version of your 
response should also be sent by e-mail to Mr. Kyle Chapman at kyle.cbapman@mail.bouse.gov 
in a single Word fonnatted document. 


Daniel Engeljohn, Ph.D. 
Page 2 
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Thank you for your prompt attention to this request. If you need additional information 
or have other questions, please contact Kyle Chapman at (202) 226-2424. 



Attachment 


cc: The Honorable Joe Barton, Ranking Member 

Committee on Energy and Commerce 

The Honorable Bart Stupak, Chairman 
Subcommittee on Oversight and hivestigations 

The Honorable John Shimkus, Ranking Member 
Subcommittee on Oversight and Investigations 
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Responses to Questions for the Record 
from the House Committee on Energy and Commerce by 
Dr. Daniel Engeljohn 

Director of the Food Safety and Inspection Service’s 
Regulations and Directives Development Staff 

February 7, 2008 

Q 1 A: Has FSIS changed its position with respect to the adequacy of date labeling to 
signal freshness and safety to consumers? If so please describe the reasons for this 
change and any data that supports this change, including evidence addressing the issue of 
temperature control as a necessary predicate to meaningful date labeling. 

A: The Food Safety and Inspection Service (FSIS) has not changed its position on date 
labeling, To ensure that consumers are not misled, FSIS requires a use-by or fteeze-by 
date be included on meat products that use carbon monoxide packaging. This is to ensure 
that the shelf life of the product ends before spoilage occurs. Use-by or freeze-by dates 
are required on all systems where CO is in direct contact with the meat. These dates are 
an indicator of spoilage and therefore reflect if the product is fit for consumption. FSIS 
has published several compliance policy guides on date labeling on its website: 
(http://www.fsis.usda.gov/Fact Sheets/Food Product Dating/index.asp 

Q IB: Did data submitted by Precept in support of its proposed “use-or-ireeze by” dates 
for carbon monoxide-treated meat include studies of meat handling under real-world 
conditions, such as during storage, at retail display, and in the hands of consumers? Or 
were the “use-or-ffeeze-by” dates set based upon laboratory studies? 

A: The data the Agency relied upon was for laboratory conditions designed to mimic 
abusive conditions expected in cold-chain management through retail distribution and 
holding. 

In this case. Precept provided data to support a shelf life of 28 days for ground beef and 
41 days for whole muscle cuts. These data were used by Precept to establish its “use or 
freeze by” dates and is consistent with how industry determines the shelf life of other 
meat products. 

Precept also evaluated meat packaged in three types of modified atmosphere packaging 
(MAP) systems that are currently used by industry today under temperature abuse 
conditions (e.g., in situations where the packaged meat is held for some period of time 
above 40°F). That study showed that meat packaged in all three MAP systems, including 
Precept and Cryovac’s MAP system that are packaged with CO, will show signs of 
spoilage when subjected to temperature abuse conditions. 
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Robert Post,Ph.D. 

Deputy Director 

Center for Nutrition Policy and Promotion 
U.S. Dq)artment of Agriculture 
3101 Park Center Drive, Suite 1034 
Alexandria, VA 22302 

Dear Dr. Post: 

Thank you for q}pearing before the Subcommittee on Oversight and Investigations on 
Tuesday, November 13, 2007, at the hearing entitled “Diminished Capacity: Can the FDA Assure 
the Safety and Security of the Nation’s Food Supply? Part IV - Deception in Labeling.” We 
appreciate the time and effort you gave as a witn^s before the Subcommittee. 

Under the Rules of the Committee on Energy and Commerce, the hearing record remains 
open to permit Members to submit additional qu^tions to the witnesses. Attached are questions 
directed to you &om a Member of the Subcommittee. In preparing your answers to these 
questions, please address your response to the Member who has submitted the questions and 
include the text of the Member’s question along with your response. 

hi order to facilitate the printing of the hearing r»x>rd, your responses to these questions 
should be received no later than the close of basins Wednesday, January 30, 2008. Your 
written responses should be delivered to 316 Ford House Office Building and faxed to 
202'225-5288 to the attention of Kyle Ch^man, Legislative Clerk. An electronic version of 
your response should also be sent by e-mail to Mr. Kyle Chapman at 
kyle.chapman@iiiail.house.gov in a single Word formatted document. 


Robert Post, Ph.D. 
Page 2 
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Thank you for your prompt attention to this request. If you need additional information 
or have other questions, please contact Kyle Chapman at (202) 226-2424. 



Attachment 


cc: The Honorable Joe Barton, Ranking Member 

Committee on Energy and Commerce 

The Honorable Bart Stupak, Chairman 
Subcommittee on Oversight and Investigations 

The Honorable John Shimkus, Ranking Member 
Subcommittee on Oversight and Investigations 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 


Food and Drug Administradon 
RockviHe MD 20%7 


The Honorable John D. Dingell 
Chairman 

Committee on Energy and Commerce MAR 1 0 2006 

House of Representatives 
Washington, D.C. 20515-6115 

Dear Mr. Chairman: 

Thank you for providing an opportunity for the Food and Drug Administration (FDA or the 
Agency) to testify at the November 13, 2007, hearing before the Subcommittee on Oversight 
and Investigations, which examined the use of carbon monoxide for the treatment of fish and 
in modified atmosphere packaging for meat. This letter provides responses for the record to 
questions posed by Subcommittee Chairman Bart Stupak in your letter of January 1 6, 2008. 

We have restated each question below, in bold type, followed by FDA’s response. We have 
grouped questions 9 and 10 together and provided a consolidated response. 

1. The Food and Drug Administration’s (FDA) Generally Recognized As Safe 
(GRAS) notification proposed rale states that GRAS status based on scientific 
procedures, such as tiiat asserted for carbon monoxide-treated meat, must be 
based upon data that are ordinarily published, and that unpublished studies 
may help corroborate GRAS status. Please Identify and describe the published 
studies — not private industry data — that support the GRAS status of carbon 
monoxide-treated meat under actual conditions of use (not laboratory 
conditions). 

FDA has set out what constitutes general recognition of safety for generally recognized as 
safe (GRAS) status in Title 21, Code of Federal Regulations (CFR) 170.30. Importantly, the 
same quality and quantity of scientific data are needed to support a GRAS detennination as 
are needed to support a food additive ^roval. However, there are additional criteria for the 
use of a GRAS ingredient. These criteria include a general availability (such as through 
publication in the scioitific literature) of the data and information relied on to establish the 
safety of the ingredient and consensus among qualified experts about the safety of the 
ingredient for the intoided use. These two facets (i.e., general availability and consensus) are 
necessary to establish general recognition. 

As discussed in the preamble to the proposed rule to establish the GRAS notification program. 
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Page 2 - The Honorable John D. Dingell 

“studies” would be one of several types of scientific “data and information” that could support 
the technical element of a scientific procedures GRAS determination (see 62 Federal Register 
1 8938). Other types would include generally available and accepted scientific data, information, 
methods, or principles, which ordinarily are published. Depending on the circumstances, other 
scientific data and scientific information such as that relating to chemical identity or 
characteristic properties of a substance, as well as methods of manufacture, could support, and in 
some cases be sufficient to satisfy that element. Thus, “studies” is a type of generally available 
“data and information.” 

The mechanism by which carbon monoxide (CO) acts to stabilize the natural red color of 
myoglobin in muscle (meat) is well-known and described in the scientific literature (fijr example, 
“The storage life of beef and pork packaged in an atmosphere with low carbon monoxide and 
high carbon dioxide;” Meat Science; Sorheim, O., Nissen, H., and Nesbakken, T.; 52(157 - 164); 
1999). 

In its GRAS notice 143 on meats that are shipped in modified atmosphere packaging (MAP) 
systems. Precept relied on the data and information in GRAS notice 83. Thus, published studies 
considered in the context of the Agency’s review of GRAS notice 143 included “Food 
Microbiology and Food Safety Into The Next Millennium;” Proceedings Of The Seventeenth 
International Conference Of The International Committee On Food Microbiology And Hygiene 
(ICFMH), Veldholven, the Netherlands, 13-17Sept. 1999 -Packaging of Ground Beef in an 
Atmosphere with Low Carbon Monoxide and Hi^ Carbon Dioxide Restrains Growth of 
Escherichia coli 0157:H7, Listeria monocytogenes. Yersinia enterocolitica and Salmonella 
diarizonae; Nissen, H., Alvseike O., Bredholt S., Nesbakken T. Collectively, these published 
studies describe the technical effects (microbial growth profiles and odor) of CO in packaged 
meat. 


2, At the hearing, serious flaws were exposed in the privately-generated data 
submitted by Precept in support of the GRAS status of the use of carbon 
monoxide in fresh meat. It was revealed that, in the study submitted to show that 
antimicrobial agents used in an earlier-submitted study had no effect on the 
microbial growth profile of steaks packaged with carbon monoxide, microbial 
counts decreased over time in both treated and control samples, which was 
contrary to the expected pattern. Further, odor scores and gas formation were 
not correlated with microbial counts. Did FDA observe these flaws in the data? 

If so, did FDA address these issues with Precept or with the Food Safety and 
Inspection Service (FSIS)? If FDA did not observe the apparent flaws in the 
report submitted to support GRAS status, why not? 

We believe that you are asking about the data Precept submitted to the United States Department 
of Agriculture’s (USDA) Food Safety and Inspection Service (FSIS) on May 12 and May 28, 
2004. At this time, we cannot comment on any apparent Haws in the data because we are 
currently reviewing materials provided to us by Precept on November 20, 2007. We understand 
that these data were originally provided to FSIS by Prwept on May 12 and May 28, 2004, to 
address questions raised by FSIS related to the suitability of the MAP system in the packaging of 
fi-esh meat. As you are aware, FSIS has authority for determining whether the intended use of 
an ingredient in meat is suitable under the Federal Meat Inspection Act (FMIA). Suitability 
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relates to the effectiveness of an ingredient for its intended use and the assurance that the 
conditions of use will not result in an adulterated product or one that misleads consumers. It is 
our understanding that FSIS reviewed the data submitted by Precept on May 12 and May 28, 
2004. Subsequent to their review, FSIS informed FDA that the use of CO in MAP systems, 
under the conditions specified in the GRAS notice, complies with the FMIA. 

Subsequent to the November 13, 2007, hearing, representatives of Precept Foods, Cargill, and 
Hormel, met with USDA and FDA on November 20, 2007. FDA received materials from 
Precept at that meeting, including data that Precept indicated were the same as those previously 
submitted to FSIS on May 12 and May 28, 2004. As noted above, FDA is currently reviewing 
those materials. 

3. Does FDA consider the fact that carbon monoxide can mask spoilage to be a 
safety risk? 

FDA has concluded that CO does not mask signs of spoilage. FDA carefully considered the 
safety of using CO in MAP systems for meat. Our analysis of the GRAS notices considered 
microbiological safety (i.e., level of contamination) and the data submitted assured us that use of 
CO in MAP systems would not result in an increased risk of foodbome illness to the consumer. 

The color of meat is a reliable indicator of microbiological safety; contamination of meat by 

pathogenic bacteria is not, in general, something that a consumer could visually detect. 
Additionally, CO-containing MAP systems (CO is used only up to 0.4 percent) will behave as 
other MAP systems do and will not mask signs of spoilage, such as off-odor, meat that is slimy 
or tacky to the touch, or packaging that is bulging because of gas formation from spoilage 
bacteria. 

4. Did FDA consider the effect of consuming spoiled meat on persons with 
compromised immune systems such as children, the elderly, persons undergoing 
cancer treatment, or AIDS patients? 

When FDA does a safety analysis of ingredients added to foods, we look at potential effects 
across the entire population. Our conclusion that the use of CO in MAP systems would not 
result in increased risk of foodbome illness applies to all consumers because we have concluded 
that CO does not mask signs of spoilage. 

5. How does date labeling safeguard consumers if the meat has been temperature 
abused, yet still looks red and fresh regardless of its age or condition? 

FDA and FSIS considered the issue of temperature and concluded that under the conditions of 
use described in the GRAS notices, even at abusive temperatures, whether color is maintained or 
not, off-odors and slime will persist as indicators of spoilage in meat products. 

FSIS regulates the labeling of meat under the FMIA, including “use or freeze by” date labeling. 
For additional information about the labeling of meat, we defer to FSIS. 
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6 . The fact that meat turns brown if temperature-abused has been a market 
incentive for processors, transporters, and retaiiers to ensure adequate 
temperature control throughout the chain of distribution. With carbon monoxide 
treatment, however, the meat wiii stay red and fresh-iooking regardiess of how it 
has been handled or how long it has taken to get to market Is FDA concerned 
about the ioss of this safe handling incentive? 

FDA is committed to ensuring the safety and wholesomeness of the nation’s food supply. As 
noted earlier, FDA and FSIS considered the issue of temperature and concluded that under the 
conditions of use described in the GRAS notices, even at abusive temperatures, whether color is 
maintained or not, off-odors and slime will persist as indicators of spoilage in meat products. 
Also, we note that the proper storage and transport of foods is a requirement that all food 
producers must comply with imder U.S. law. 

7. Similarly, FDA has recognized that home refrigerators are frequently well 
above appropriate temperatures. Does this pose a safety risk when carbon 
monoxide-treated meat may spoil yet still looks fresh? 

As noted above, the color of meat is not a reliable indicator of microbiological safety; 
contamination of meat by pathogenic bacteria is not, in general, something that a consumer could 
visually detect. Additionally, CO-containing MAP systems (CO is used only up to 0.4 percent) 
will behave as other MAP systems do, and will not mask signs of spoilage, such as off-odor, 
meat that is slimy or tacky to the touch, or packaging that is bulging because of gas formation 
fiom spoilage bacteria. 

8. At the hearing. Dr. Acheson stated that FDA is considering undertaking 
studies about consumer understanding or awareness of carbon monoxide use in 
fresh meat and poultry. Please report on the status of those studies, including the 
types of studies considered, the nature of the questions to be explored, and the 
timeline for conducting those studies. 

The studies about consumer understanding or awareness of CO use that Dr. Acheson referred to 
at the November 13, 2007, hearing would be for fish. To date, FDA has not started any such 
studies, but remains committed to considering their usefulness, in light of other obligations and 
priorities. 

We defer any questions on studies about consumer understanding or awareness of carbon 
monoxide use in fresh meat and poultry to FSIS under their authority under the FMIA. 

9. Despite the evidence that carbon monoxide in meat packaging is a color 
additive, Dr. Acheson testified at the hearing that “It’s considered by us to be a 
fixative, a preservative of color.” Why did FDA not require foods treated with 
carbon monoxide to be labeled as a condition of its safe use, in accordance with 
the requirement in section 403(k) of the Food, Drug, and Cosmetic Act that all 
chemical preservatives be identified in the product’s labeling? 
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10. At the hearing. Dr. Acheson testified that the use of carbon monoxide is 
identical in all respects as a fixative in fish products as it is in meat products. 

Donald Kraemer, Deputy Director of FDA’s Office of Food Safety in the Center 
for Food Safety and Applied Nutrition, testified that the label of fish treated with 
carbon monoxide would need to say, ‘Reserved with carbon monoxide.” Why 
did FDA not require, as a condition of safe nse of carbon monoxide in fresh meat, 
the same label statement it reqnlres on carbon monoxide-treated fish, where 
carbon monoxide serves the same color function in both products? Did FDA 
discuss the labeling of carbon monoxide-treated meat with FSIS? 

We do not agree with the premise in question 9 that the evidence shows that CO in meat 
packaging is a color additive. As we stated in our letter to you of September 28, 2007, FDA has 
previously concluded that substances used to fix the natural color of meats are considered to be 
color fixatives and not color additives. In 1982, a Federal district court agreed with FDA that 
nitrites fix rather than impart color in bacon and therefore are not color additives in bacon. 

The mechanism by which CO acts to stabilize the natural red color of myoglobin in muscle 
(meat) is well-known and described in the scientific literature. FDA concluded that the use of 
CO, as described in the GRAS notices, is not a color additive because it does not impart color, 
but rather fixes the natural red color of myoglobin, the color that consumers associate with meat 
products. 

Questions 9 and 10 relate to why the labeling of tuna is different fi'om the labeling of meat. 

With respect to the Agency’s review of the use of filtered smoke containing CO (tasteless 
smoke), FDA reviewed the data presented in GRAS notice 15 and found no reason to disagree 
with the conclusion that the use of tasteless smoke on raw tuna before it is frozen to preserve its 
taste, aroma, texture, and color is GRAS, lit our response letter, we stated that if someone were 
to use tasteless smoke (or any other preservative) on partially decomposed fish, the fish would be 
adulterated. Additionally, the sale of contaminated fish, whether treated with tasteless smoke or 
not, is illegal because the product is adulterated. As you noted, at the hearing Mr. Kraemer 
pointed out that the use of tasteless smoke on raw tuna, before it is frozen, must be indicated in 
labeling in accordance with the Federal Food, Drug, and Cosmetic (FD&C) Act. However, 
under the FMIA, FSIS has authority to determine the appropriate labeling of meat products. 

FSIS has informed FDA that the use of CO in MAP systems, under the conditions specified in 
the GRAS notices, complies with the FMIA. 

Thank you again for your interest in this matter. We hope this information is helpful. Please do 
not hesitate to contact us if we can provide assistance in the future. 


Acting Assistant Commissioner 
for Legislation 
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Director 

Office of Food Additive Safety 

Center for Food Safety and Applied Nutrition 

Food and Drug Administration 

U.S. Department of Health and Human Services 

5100 Paint Branch Partway (HFS-200) 

College Park, MD 20740 

Dear Dr. Tarantino: 

Thank you for appearing before the Subcommittee on Oversi^t and hivestigations on 
Tuesday, November 13, 2007, at the hearing entitled “Diminished Capacity: Can the FDA 
Assure the Safety and Security of the Nation’s Food Supply? - Part IV - Deception in Labeling.” 
We appreciate the time and effort you gave as a witness before the Subcommittee. 

Under the Rules of the Committee on Energy and Commerce, the hearing record remains 
open to permit Members to submit additional questions to the witnesses. Attached are questions 
directed to you from a Member of the Subcommittee. In preparing your answers to these 
questions, please address your response to the Member who has submitted the questions and 
include the text of the Member’s question along with your response. 

In order to facilitate the printing of the hearing record, your responses to these questions 
should be received no later than the close of busine^ Wednesday, January 30, 2008. Your 
written responses should be delivered to 316 Ford House Office Building and iaxed to 202--225- 
5288 to the attention of Kyle Chapman, Legislative Clerk. An electronic vwsion of your 
response should also be sent by e-mail to Mr. Kyle Chapman at kyle.chapman@mail.hoase.gov 
in a single Word formatted document. 
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Thank you for your prompt attention to this request. If you need additional information 
or have other questions, please contact Kyle Chapman at (202) 226-2424. 



Attachment 


cc: The Honorable Joe Barton, Ranking Member 

Committee on Energy and Commerce 

The Honorable Bart Stupak, Chairman 
Subcommittee on Oversight and Investigations 

The Honorable John Shimkus, Ranking Member 
Subcommittee on Oversight and Investigations 
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meat and fish. 

2/9/2006 

6 

Letter to Secretary Michael Leavitt, Department of Health and Human 
Services, from Rep. Dingell, et al; re: ordering FDA to rescind its GRAS 
determinations regarding the use of carbon monoxide to color meat and 
fish. 

3/30/2006 

7 

Letter to Jeffrey Ettinger, Chairman of Hormel Foods, and Warren 
Staley, Chairman of Cargill, from Chairmen Dingell and Stupak, re: 

Meat Packaged in Atmosphere Containing Carbon Monoxide. 

6/26/2007 

7A 

Response to June 26, 2007 Letter. 

8/10/2007 

8 

Letter to Steven Burd, Chairman of Safeway, from Rep, Dingell, el al, 
re: Meat Packaged in Atmosphere Containing Carbon Monoxide. 

6/26/2007 

8A 

Response to June 26, 2007 Letter. 

7/16/2007 

9 

Letter to Richard Bond, President of Tyson Foods, from Chairmen 
Dingell and Stupak, re: Meat Packaged in Atmosphere Containing 
Carbon Monoxide, 

6/26/2007 

9A 

Response to June 26, 2007 Letter. 

8/9/2007 

10 

Letter to FDA Commisioner Andrew von Eschenbach from Chairmen 
Dingell and Stupak, re: Decisions by the Center for Food Safety and 
Applied Nutrition (CFSAN) to permit the use of carbon monoxide on 
meat and fish. 

7/27/2007 

10A 

Response (1 ) to July 27, 2007 Letter 

9/28/2007 

10B 

Response (2) to July 27, 2007 Letter 

1 1/6/2007 

IOC 

Response (3) to July 27, 2007 Letter 

11/8/2007 

11 

Letter to Jose Alvarez, Chairman of Giant Food, from Chairmen Dingell 
and Stupak, re: Meat Packaged in Atmosphere Containing Carbon 
Monoxide. "October 1 1 , 2007 Response Included. 

9/13/2007 

11A 

Response to September 13, 2007 Letter 
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Letter to Robert Ulrich, Chairman of Target Coiporation, from Chairmen 
Dingell and Stupak, re: Meat Packaged in Atmosphere Containing 

Carbon Monoxide. 

Response to September 13, 2007 Letter 


9/13/2007 

10/4/2007 
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33rd Reciprocal Meat Conference Report by Donald Kropf {pp. 1 5-32); 
subject: "Effects of Retail Display Conditions on Meat Color." 


d Research International article (Volume 27, pp. 371-377) by G .G^ 
Gree^*^j^l, subject: "Evaluation of the Bacteriological Consem^nS^^ 
of the lOT^sj^ure Regimes Experienced by Fresh CMjpiMfle^ 

During Retail 


Journal of Food Safsli^rticle (Volume 1§ 
Labuza and Bin Fu, sub. 

Predictive Microbiology, an 
Extent and Impact of Te 
Products." 


Internationa^oOTnal of Food Microbiology artrasufi^gtae 59, pp. 21 1 - 
220L^)(»rt^issen, et ai, subject: "Comparison BetwelfrUs^Growth of 
JWffmia enterocolitica, Listeria monocytogenes, EscherichiacBWnwi,^ 
0157:H7 and Salmonella spp. In Ground Beef Packed by Three 
Commercially Used Packaging Techniques." 


European Commission Scientific Committee on Food report, subject: 
"Opinion of the Scientific Committee on Food on the Use of Carbon 
Monoxide as Component of Packaging Gases in Modified Atmosphere 
Packaging for Fresh Meat.” 


Tuna Documents 


Canadian Food Inspection Agency Communique to All Importers of 
Fish, re: "Fish Treated with Carbon Monoxide." 


Letter to the Directors of Public Protection Wales (United Kingdom) 
from the Food Standards Agency of Wales, re: "Carbon Monoxide and 
Smoked Tuna." 


Agri-Food and Veterinary Authority of Singapore announcement, re: 
"Carbon Monoxide Treated Tuna." 




New York Times article by Julia Moskin, subject: "Tuna's Red Glare? It 
Could be Carbon Monoxide." 


Washington Post article by Rick Weiss, subject: ' FDA is Urged to Ban 

Carbon Monoxide-T reated Meat." 02/20/06 


Consumer Affairs article, subject: "FDA Asked to Prohibit Use_ 
Carbon Monoxide in Red Meat." 


ject: Which Cut is Older? 


upermarkel Chains Refuse to Sel 




onsumer Reports article, subject: "Seeing Re 
Look Fresh." 


New York Times article by Harold McGee, subject; "Red-Meat Miracle, 
and Other Tales from the Butcher Case." 


Joday opinion article, subject: "Our View on Fooi 


in^ 


s^iElilsfSIiF^ 


ackaging Fails Activists' Smell Test." 
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Associated Press article, subject: “Company Recalls T ainted Beef.” 


Associated Press article, subject: "Company Recalls Million Pounds of 
Ground Beef." 




Additional S 


Email Correspondence between John Keating of Cargill and David 
Nelson, E&C Committee Senior Investigator, re: Cargill Hamburger 
Recall. 
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2007 Meat Recalls 

53 

Fish Producer Treating Product with Carbon Monoxide - photo 

54 

National Geographic article by Avery Gilbert and Charles Wysocki, 
subject: "The Smell Survey." 

55 

Fish Comparison Photo 


Internal FDA Documents D 
(Located in ^appe 


Letter from Martha Pelperl (CFSN) to Eugene Lambert, re: exclusion of 
fresh meats under § 173.350." 


Letter from Kim Young, Office of Seafood (CFSN) to Glenn Kiel, 
National Marine Fisheries Service, re, "use of CO for purpose of 
enhancing the color of tuna loins." 


Letter from Melvin Drozen, of Keller and Fleckman, to Mary Snyder, 
Office of Seafood, re: "status of a technique tor processing frozen 
tuna." 


Letter from Anthony Brunetti (CFSN) to Melvin Drozen, re: "use of CO 
to enhance the red color of imported tuna steaks." 


Letter to Phillip Spiller, Office of Seafood, from Melvin Drozen, re: "to 
discuss the Agency's response to the marketing of tuna treated with 
CO.” 


Report: "Carbon Monoxide Treated Seafood: A Recommendation for 
Compliance Action." 


FDA Email Correspondence Cham from Tony Brunetti to Paulette 
Gaynor, re: "CO/Tuna." 


"Draft Comments on the GRAS Premarket Notice for the Use of 
Tasteless Smoke in the Preservation of Seafood." 


Letter to Lisa Bogard (Praxair) from Robert Martin (Office of Premarkef 
Approval), re: "approval of a modified atmosphere gas mixture for use 
in packaging meat." 
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Facsimile to Paulette Gaynorfrom Rodney Hoffman containing 8-14-97 
letter from Melvin Drozen and 12-9-97 letter from Philip Spiller 
regarding Tasteless Smoke (redacted). 


FDA Email Correspondence Chain from Linda Kahl to Paulette Gaynor, 
etal, re: CO in Tuna 


FDA Email Correspondence from George Hoskln to Linda Kahl, et al, 
re: "Processing frozen tuna..." 


FDA Email Correspondence from Linda Kahl to Paulette Gaynor, re: 
"CO as a color fixative," 


Office of Premarket Approval Routing and Transmittal Slip from Linda 
Kahl to Kitty Bailey and Janice Oliver, re "Letter from Janice Oliver 
regarding the GRAS notice for Tasteless Smoke." 


Office of Seafood document, subject; "CO/TS-Treated Fish - 
Enforcement Strategies Meeting - Issues Outline." 


Precept Foods Materials reg 
(Located in Supplemer 


■■liJ 
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Letter to Robert Post (FSIS) from Precept Foods, re: "Use of Carbon 
Monoxide in Modified Atmosphere Packaging Systems for Fresh Meat." 


Exoei/Cargill Study, subject: "Ground Beef Abuse Study in Peelable, 
Low Oxygen and Carbon Monoxide Lidstock Tray." 


Excel/Cargill Study, subject: "Use of Carbon Monoxide in Lid Stock on 
Ground Beef." 


Hormel Foods Resarch Report, subject: "To determine the shelf-life of 
boneless beef strip steaks and top round steaks packaged in a barrier 
plastic tray, lid-sealed with a barrier film and backflushed with a gas 
mixture of 35% carbon dioxide/ 0.4% carbon monoxide/ balance 
nitrogen," 


Hormel Foods Research Report, subject: "Always Tender/ Barrier Lid 
Stock Test.” 


Letter to Robert Post (FSIS) from Precept Foods w/ attached report, 
"Use of Carbon Monoxide in Lid Stock on Ground Beef." 


Letter to Robert Post (FSIS) from Precept Foods, re: "suitability 
considerations related to GRAS Notice No. 000143." 


Letter to Lane Highbarger (FDA) from Robert Post (USDA-FSIS), re: 
GRAS Notice No. GRN 000143. "Duplicate Entry" 


Follow up letter to Lane Highbarger from Robert Post, re: April 28, 2004 
letter on GRAS Notice No. GRN 000143. "Duplicate Entry) 
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ySDA Recall Notice, subject: ’'Wisconsin Firm Recalls G round ^ 
lliiiiiiiiri Hr "ihlr E. cQnol57:hj I mil iiiiiiiiiiliiiiiil*"'*""'"’ 
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oducts Due to Possible E. coli o157:h7 Contamination." 
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A(i(Jition:il Materials (Located in Supplcnir.-ntary 
Binder) 


74 


Letter to Precept Foods from Laura Tarantino (FDA), re" GRAS Notice 
No. GRN 000143." 


07/29/04 


75 


Letter to Robert Post (FSIS) from Lane Highbarger (CFSN), re: Post's 7- 
1 8-03 Letter to FDA, re: Precept's MAP system and GRAS Notice No. 
GRN 000083. 


09/11/03 


76 


Letter to FSIS from Venable LLP (on behalf of Target Corporation), re: 
Target seeking approval to affix a label containing a consumer notice 

on certain meat products. 

Chart, "A Comparison of Bacterial Contamination: Commercially 
Available Ground Beef." 


11/09/07 


77 
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CRS Report for Congress 

Received through the CRS Web 


Food and Drug Administration Modernization Act 
of 1997 — The Provisions 


March 13, 1998 


Richard Rowberg, B. Randall, Donna Porter, 
Bernice Reyes-Akinbileje, and Donna Vogt 
Science, Technology, and Medicine Division 
and 

Diane Duffy 
American Law Division 




Congressional Research Service ^ The Library of Congress 
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Sec. 308. Glass and Ceramic Ware 

Previous Policy or Law. Under the existing regulation, if lead has been used 
in the glazes and decorative decals of ornamental and decorative ceramic ware, the 
containers must provide adequate information that they are not to be used for food- 
handling purposes. In 1979, the FDA and several other agencies entered into a 
voluntary agreement with the industry to end-test the lead content of glass 
containers in acetic acid solution. In 1997, newly identified problems related to lead 
paint led the agencies to decide that the old voluntary agreement was not stringent 
enough given advances in understanding the effects of lead in children. As a result, 
the agencies convened a meeting with industry and announced that the voluntary 
agreement was revoked. 

FDAMA97. The Act prohibits the Secretary from implementing any 
requirement that would ban, as an unapproved food additive, lead and cadmium- 
based paints in the lip and rim area of glass and ceramic ware before one year after 
the regulation is published. Lead and cadmium-based paint may not be banned as 
an unapproved food additive, if the paint is on glass or ceramic ware that has less 
then 60 millimeters of decoration below the external rim, or is on an object that is not 
intended for use by children, unless the Secretary determines that it is unsafe. The 
Secretary may not take any action before January 1 , 2003, to ban lead and cadmium- 
based enamel on glass and ceramic ware. Any action taken after that date to ban 
such enamel on those containers must be done by regulation and cannot be prohibited 
on those products before one year after the final regulation is published. 

Sec. 309. Food Contact Substances 

Previous Policy or Law. Since passage of the Food Additive Amendment of 
1958, food contact substances (FCS) have been regulated in the same manner as food 
additives. The manufacturer wishing to use the FCS was required to submit a 
petition to the FDA for approval, if the FCS migration into the food was at a high 
level. Alternatively, the substance could be classified as “generally recognized as 
safe”, “prior sanctioned” or used under an existing regulation. 

FDAMA97. The Act allows an FCS to be used in food products under either 
a regulation or a notification, and the substance cannot be considered to be 
adulterated while either is in effect. Under the notification process, at least 120 days 
prior to its introduction into interstate commerce, the manufacturer or supplier of an 
FCS may notify the Secretary of the name of the person, identity, and intended use 
of the FCS, and the determination that it is safe. The notification must contain the 
basis of the “safe” determination and all the information required to be submitted, 
as outlined in regulations promulgated by the Secretary. 

The notification will become effective 1 20 days after it is submitted, and the 
substance may then be introduced into interstate commerce, unless within that period 
the Secretary has determined that, based on the information submitted, its use is 
unsafe. The manufacturer or supplier must be informed of an “unsafe” 
determination. A decision by the Secretary to object to a notification would 
constitute final agency action for purposes of judicial review. The term ‘food contact 
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substance’ means the substance that is the subject of a notification, and does not 
include similar or identical substances manufactured or prepared by someone else. 

The notification process can be used for marketing authorization for an PCS, 
except where the Secretary determines that submission and review of a petition is 
necessary for adequate assurance of safety, or the Secretary and any manufacturer 
or supplier agree that a petition should be submitted. The Secretary is authorized to 
promulgate regulations to identify the circumstances in which a petition is to be filed, 
including such criteria as the probable consumption and potential toxicity of the 
PCS. 

Por 120 days after receipt, the Secretary is to keep confidential any 
information provided in a notification. Except for any trade secrets or confidential 
commercial information, the material may then be made available to interested 
parties. 


The notification program will not operate in any fiscal year, unless an 
appropriation of at least $3 million is specifically made for that program that fiscal 
year. In addition, the Secretary is to certify that the amount appropriated for the 
PDA’s Center for Pood Safety and Applied Nutrition for each fiscal year is the same 
as or greater than the amount appropriated for the Center for PY 1 997. By April 1 , 
1999, the Secretary is to begin accepting and reviewing notifications, if a specific 
appropriation is made for the last six months of PY1999 and certified by the 
Secretary. The necessary sums are to be appropriated for each fiscal year from 1 999 
through 2003. Authorization of these appropriations, however, cannot be made for 
a fiscal year for any amount below that specified by the Act. Not later than April 
1 of PY1998 and Pebruary 1 of each subsequent fiscal year, the Secretary must 
provide an estimate of the costs of operating the notification program for the next 
fiscal year to the House and Senate Committees on Appropriations, the House 
Committee on Commerce, and the Senate Committee on Labor and Human 
Resources. 

The term “food contact substance” means any substance used in 
manufacturing, packing, packaging, transporting or holding food if such use is not 
intended to have any technical effect in the foods. The Secretary is to prescribe the 
procedure by which a notification is no longer to be in effect. 
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February 9 , 2006 



Andrew C. von Eschenbach, M.D. 

Acting Commissioner 
Food and Drug Administration 
5600 Fisher Lane, Room 1555 
Rockville, Maryland 20857 

Dear Dr. von Eschenbach: 

We understand that a series of related decisions by the Center for Food Safety and 
Applied Nutrition (CFSAN) apparently permits the use of carbon monoxide to alter the color of 
meat and fish to make those substances appear edible beyond the time when they may decompose 
sufficiently to be contaminated by one or more dangerous toxins. 

A review of Food and Drug Administration (FDA) responses to GRAS (generally 
recognized as safe) notices by interested companies indicates that the FDA has apparently 
decided that (1) it can ignore its own regulations, (2) that it can issue potentially dangerous 
determinations without public hearings or any form of notice and comment procedure, and (3) 
that it will accede to the requests of meat and fish packers and packaging manufacturers seeking 
to extend the shelf life appeal of meat and fish regardless of a potential impact on the public 
health. 


Our review of the very limited public documents and other materials (obtained by 
interested parties under the Freedom of Information Act (FOIA) and provided to us) raises 
serious questions that require your prompt attention: 

1. What is the reason to believe that this artificial coloration of meat and fish will not 
fool consumers to their detriment? The data attached to GRN 000083 (“Pactiv” 
notification) and GRN 000143 (“Precept Foods” notification) reveal no arguments, 
much less definitiv^e science, to suggest that consumers will not be fooled by artificial 
coloring of meat products. In fact, that is the staled purpose of their petitions. The 
FDA response to GRN 000167 (Tyson notification) suggests that CFSAN reviewed 
no data in that case that would show that consumers can distinguish meat colored to 
look fresh but of potentially dangerous age from meat that is in fact fresh. 
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2. The Precept Foods notice argues that end dating will be sufficient notice to consumers 
of meat in danger of spoiling. None of the documents obtained under FOIA 
associated with that notice, however, purport to have measured the extent to which 
consumers are guided by end dating when purchasing meat, a commodity that has 
typically been purchased based on appearance. Nor is there any indication in the FDA 
response to any of the notices of an FDA requirement regarding the type, size, color, 
or placement of “use or freeze by” information on the package. Does the FDA 
possess and did it consider scientific studies on how consumers distinguish good meat 
from that which is going bad? If not, why not? Does the FDA have requirements that 
specify how prominent critical safety infonnation such as the end date must be 
displayed on packaged meat and fish? If not, why not? 

3. Your CFSAN scientists apparently think there is no danger to the public health in 
permitting the packagers to disguise the degradation of meat and fish. What is the 
basis for that belief? Please provide all relevant documentation including all internal 
notes or other memorandum where the issue of disguising the appearance of meat and 
fish was considered. 

4. A plain reading of 21 CFR 173.350(c) appears to categorically prohibit the use of 
carbon monoxide on “fresh meat products.” Is this prohibition no longer operative? 
Please explain whether the FDA now disagrees with its own regulation and, if so, why 
it has not addressed the matter through notice and comment rulemaking. 

5. Given that the European Union has banned the use of carbon monoxide on meat and 
fish products, w'hy does the FDA maintain that such use is “generally recognized as 
safe”? 

6. In a Citizen’s petition filed November 1 5, 2005, Kalsec argues that neither FDA nor 
the Food Safety and Inspection Service (FSIS) has ever before approved a color 
additive for meat precisely because it promotes deception by making meat appear 
fresher than it is, thus violating Section 721 (b)(6) of the Act and 21 CFR 379e (b)(6). 
What is the basis for CFSAN’s disregard of both the statutory and regulatory 
prohibition of disguising meat by anificial coloration wnth carbon monoxide? 

7. Please provide all documents including notes and memoranda relating to all contacts 
with FSIS personnel regarding GRN000143. 

8. The use of carbon monoxide on fish is discussed in CRN 000015. Carbon monoxide 
is used as an ingredient in “tasteless smoke” which has alleged preservative properties 
for treating tuna before freezing and thus is not purely employed for its ability to 
disguise degradation. But the potential for such disguised spoilage in a food that is 
often eaten raw is of concern. What steps has the FDA taken to assure that fish sellers 
have not relied on its GRAS notice responses to treat packaged fish with carbon 
monoxide to make it appear to be fresher than it is? 
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9. Should, the FDA require that the presence and purpose of carbon monoxide be 
prominently labeled so consumers can be aware of what they are buying? 

FDA is first and foremost charged by Congress with protecting the public health and the 
safety of the food supply. But the FDA’s decisions to not object to GRAS notices regarding the 
use of carbon monoxide on meat or fish products ignore those mandates. Given the lack of 
discernible consumer benefit and the obvious increase in risk to consumers of meat and fish from 
these decisions, we request that you withdraw the FDA response to GRAS notices GRN 000 1 67, 
GRN 000143, and GRN 000083. And if the FDA believes that it can demonstrate a favorable 
risk/benefit ratio on the question of the application of carbon monoxide to color fresh meat 
and/or fish, then the FDA should go to notice and comment rulemaking to acquire the authority 
to permit such usage. 

Thank you for your attention to this public health matter and to our concerns. With 
regard to questions and related document requests made in this letter, we would appreciate your 
responses no later than the close of business, Thursday, February 23, 2006. If you have any 
questions regarding this request, please have your staff contact David Nelson, Minority 
Investigator/Economist with the Committee on Energy and Commerce, at (202) 226-3400. 



CC: The Honorable Joe Barton, Chairman 
Committee on Energy and Commerce 

The Honorable Ed Whitfield, Chairman 
Subcommittee on Oversight and Investigations 

Dr. Richard Raymond, Under Secretary for Food Safety 
Department of Agriculture 
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Committee on €nerg|i anb Commerce 

S^afiljmgtDn, ©C 205X5”6U5 

JOE BARTON, TEXAS 
CHAiRMAN 


March 30, 2006 


The Honorable Michael 0. Leavitt 
Secretary 

Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, D.C. 20201 



Dear Secretary Leavitt; 

We ask you to order the Food and Drug Administration (FDA) to rescind its GRAS 
(generally regarded as safe) determinations regarding the use of carbon monoxide to color meat 
and fish until such time as notice and comment rulemaking can determine whether such 
practices, under existing conditions of refrigeration and labeling and existing consumer practices, 
are safe for American consumers. If you choose not to order the FDA to take immediate action, 
we ask that you undertake an immediate public information campaign to inform consumers that 
they cannot rely on color to ascertain the safety of meat and fish. Such a campaign should 
contain cautions such as never under any circumstance consume meat or fish that exceeds its 
“use by” date; never remove meal and fish fix)m their dated packaging before use; and, if 
consumers have problems with reading the packages or smelling the contents, to seek help before 
consuming such products, 

On February 9, 2006, Representatives Dingell and Stupak sent the attached letter to FDA 
Commissioner von Eschenbach detailing concerns regarding the decisions to permit meat of 
unknown age and safety to be displayed as red and therefore wholesome. While FDA has not 
found time to respond to the concerns raised in the February 9 letter, it did find time on February 
27, 2006, to hold a press conference to address public indignation over the FDA decision. 
Unfortunately, several statements by the two FDA representatives, Dr. Laura Tarantino, Director 
of the Office of Food Additive Safety, and Ms. Susan Bro, a public relations official assigned to 
the Commissioner’s Office, were helpful to the meat industry, but not helpful to consumers. 

Meat that is packaged with the CO captured within the packaging until it is opened will 
retain a fresh, appetizing appearance indefinitely under almost any storage conditions. The 
attached pictures are of meat whose “use by” date was in <X;tober, and meat packaged with and 
without CO and left at room temperature for 27 houR. Clearly the coloring of each package that 
contains CO is deceptive in that the meat appears safe yet is entirely spoiled. 


£X.6 
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At the February 27th press conference. Dr. Tarantino plainly stated: “I think one of the 
issues is that color probably is not a major or particularly good indicator of spoiled meat.” That 
is certainly the case after FDA’s decision. But what most every American consumer knows and 
Dr. Tarantino knew or should have known is that color has been the principal basis for consumer 
determinations of the quality and safety of meat. Not only is this fact recognized by multiple 
marketing studies by the meat industry itself, it is clearly the only reason that the industry sought 
the GRAS determination. Nowhere is it alleged that placing meat in a sealed atmosphere 
containing CO has any purpose other than to assure that the meat appears fresh regardless of its 
age. 


This could have significant consequences. The industry presentations to FDA and the 
U.S. Department of Agriculture Food Safety and Inspection Service (FSIS) were made on an ex 
parte basis behind closed doors. It appears from FDA and FSIS statements that the industry 
presented evidence that toxins would not attach to meat kept at 38-42 degrees F during an 
interval of 28 to 42 days depending on the cut. What Dr. Tarantino should have known, 
however, (at least by the time of the news conference because it is referenced in petitions before 
the FDA) is that meat is not stored at a constant 38-42 degrees. Most people understand this 
from common experience. One study stated: “Temperature abuse is common throughout the 
distribution and retail markets, with temperature in 21% of household refrigerators often higher 
than 10 degrees (C) (50 degrees F). Recent data suggested that 33% of retail refrigerated foods 
were held in display cases above 7 degrees C (45 degrees F) and 5% were held above 13 degrees 
C (55 degrees F). Temperatures were even higher in southern market regions. Serious microbial 
stability problems exist because of the frequency of temperature abuse.” 

Further, whatever incentive existed to assure adequate refrigeration of meat because of 
the fear of economic loss associated with “browning” was diminished by the FDA decision. 

Now that the consequences of poor handling of meat will not be obvious, such mishandling can 
be expected to increase. 

Who might be hurt? The population least able to protect itself against this FDA-approved 
deception is the most vulnerable to the potential illnesses from bad food. The Centers for 
Disease Control and Prevention has identified the elderly (along with infants and the 
immunocompromised) as at the highest risk for illness and death from foodbome illness. It is 
precisely this group that is mostly likely to be losing a meaningful sense of smell, and is least 
able to read the often obscure labeling. 

Dr. Tarantino advises that smell is a better indicator than color of spoilage in meat. But 
the National Geographic Survey (NGS), in a seminal work involving 1 .2 million subjects, found 
that chemical exposure, pregnancy, and head injury as well as colds and flu can cause permanent 
loss of smell but overwhelmingly such loss occurs as we age. As one article by prominent 
nutritionists noted after reviewing the NGS findings, “the decline in sensitivity to the odor with 
age is large enough to render the odor useless as a warning for about half of the elderly 
population.” 
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Also, because some deterioration of eyesight is virtually universal after age 40, it is 
precisely those Americans that are least able to rely on a sense of smell that are also likely to be 
victimized by the lack of meaningful labeling standards. Both Dr. Tarantino and Ms. Susan Bro 
dismissed press conference questions regarding inadequate labeling by noting that it is the 
Department of Agriculture’s responsibility to assure that meat is properly labeled. Apparently, 
they believe the legibility of the labeling was not their problem even though FDA’s decision 
made prominent “use by” labeling the consumer’s only defense against unsafe meat. 

This is no idle concern. A trip to any supermarket reveals that the labeling on meat 
products often appears to be deliberately illegible. Certain of the pre-packaged products use 
low-resolution inkjet printing on the film packaging itself to “inform” the consumer of the end 
date. Such printing is not visible to someone with 20/20 vision unless the light hits it at a certain 
angle. Other packages print the “use by” in 8-point type or less combined with other information 
that is not relevant to product safety such as weight. 

Given these facts, we urge you to order FDA to rescind its acceptance of the use of 
carbon monoxide to color meat and fish until a full and pubUc process can be undertaken and, if 
CO is ultimately allowed, until labeling is strengthened and clarified. If you refuse, you should at 
least order an aggressive public campaign to tell consumers they can no longer trust what their 
eyes are telling them about the suitability and safety of packaged meat and fish. 

Because the misleading use of carbon monoxide continues, we ask that you examine 
these matters and respond to us by Wednesday, April 12, 2006. If you have any questions 
regarding these requests please contact one of us, or have your staff contact David Nelson of the 
Committee Democratic staff at (202) 226-3400. 



cc: The Honorable Joe Barton, Chairman 

Committee on Energy and Commerce 

The Honorable Nathan Deal, Chairman 
Subcommittee on Health 

The Honorable Mike Johanns, Secretary 
Department of Agriculture 
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June 26, 2007 
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GISGS K ROTHSOU), CHEF COUNSB. 


Mr. Jef&ey M. Ettmger 
Chainnan, Presidait» and CEO 
Honnel Foods Corporation 
1 Honnel Place 
Austin, MN 55912 

Dear Messrs. Etdnger and Staley: 


Mr. Wairen R. Staley 
Chainnan and CEO 
Cargill, Incorporated 
15407 McGinty Road West 
Wayzata, MN 55391 


Under Rules X end XI of the Rules of the United States House of Rq>resentatives, the 
Committee on Energy and Commerce and the Subcommittee on Oveisight and hivestigations are 
inv^tigating the adequacy of the efforts of the Food and Drug Administration (FDA) and the 
U,S, Department of Agri^ture’s Food Safety and Inspection Service (FSIS) to protect 
Americans from contaminated or odierwise unsafe It is our understanding that Precq>t 
Foods, LLC (Precqrt), a joint venture between Honnel Foods Corporation and Excel Corporation 
(a ^olly-owned subsidiary of Cargill, Incorporated), markets fresh meat that is packaged in an 
atmosphm containing carbon monoxide, derived to alter the color of the meat indefinitely. For 
the purposes of this letter, the use of “Precept” refers to the joint venture and to each of your 
firms individually, as well as any subsidiaries of your firms. 

Beyond any consumer deception that may be involved, the Committee has concerns ^ut 
the public health consequences of packaging and the ex parte decisions by FDA and FSIS 

fiiat made such packaging lawful. We have questions regarding the conditions under these 
rulings have come about, as well as how Precept chooses to maricet prepackaged fresh meats that 
appear to have been deceptively colored. Accordingly, we request responses to the following 
inquiries and make the following record requests; 

1 . Scientific Evidence: We are interested in the scope and quality of the studies Precept 
submitted to FDA and FSIS to support its GRAS (Generally Recognized As Safe) 
notification (GRN (K)0143) for the use of carbon monoxide in meat packaged in which 
carbon monoxide remains in contact with frie meat until the package is opened by die 
consumer. We are aware of three studies that were submitted by Precept in siqjport of its 
GRAS notification. These are: 


&7 
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• Excel Report; Use of Carbon Monoxide in lid Stock on Ground Beef. Project # 23034, 

February 14, 2003, Authors; Nancy Rathje and Graciel Catano; 

• Excel Report: Ground beef abuse study in peelable, low oxygen and cadx>n monoxide 

lidstock tray. May 13, 2003, Authors: Liza John, Barney Wilbom and Graciel Catano; 

and 

• Hormel Report: Precept Foods / MAP Packaging, R&D Project # PF002.00, June 6, 

2003, Author: Dave Ruzek 

(a) Does Precept consider these reports, as submitted to FDA and FSIS, to meet 
standards for publication in a reputable, peer-reviewed scientific journal? 

(b) Does Precept intend to publish these reports? Ifnot, whynot? 

(c) How does Precept respond to the allegation that some of the above reports fail to 
include all data, report only mean values — without a measure of variability, &il to 
include replicate results, or &il to support conclusions with data? 

(d) Were other studies provided to EDA or FSIS in support of GRN 000143 to address 
these issues? 

(e) We were told that the food industry practice for firms seeking a GRAS determination 
by FDA is to generally convene an independent GRAS panel and submit the panel’s 
report as part of their GRAS notification. Apparently, Pactiv Corporation convened a 
GRAS panel to support its GRAS notification for the use of carbon monoxide in its 
fiesh meat packaging system. Did Jformel and/or Cargill convene an indqrendent 
GRAS panel? If not, why not? 

Please provide the following: 

(Q Curricula vitae for the authors of the reports listed above; 

(g) Names and curricula vitae of any experts Precqtt consulted, and copies of any rqtorts 
they supplied; and 

(h) Copies of all rqKHts submitted by Precq)t to FDA or FSIS related to GRN 000143. 

2. Consumer Reliance on Meat Color as an Indicator of Freshness and Safety; It is 

^aimtly well documoited in publi^ed scientific and industry literature that consumers rely 
heavily upon meat color in selecting fiesh meat for purchase and consumption. By reacting 
with the meat to create a red color that simulates the look of fiesh meat — regardless of the 
age of the meat or whether it has been temperature abused — carbon monoxide can made signs 
of microbial spoils, aging, and deterioratioiL We are interested in any special labelirig or 
educational means that Precept employs to inform the consumer that meat has been treated 
with carbon monoxide to make it ^ear red indefinitely, and that its color should not be used 
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to judge fieshness or safety, since the packaged meat can appear to be edible well beyond the 
point of microbial spoilage. 

Has Precqit conducted studies feat demonstrate consumers are able to recognize meat 
feat is aged, spoiled, or temperature abused in fee fece of contradictory visual cues feat they 
have historically relied upon? Please provide to fee Committee any studies or other 
docrrments Precept has prepared or relied upon relating to fee ability of consumers to detect 
spoilage where meat appears red and fiesh looking. 

3. Odor and Package Bulging as Pnrported Indicators of Spoilage: Does Precept allege that 
consumers can adequately detect spoilage in red, fiesh-looking carbon monoxide-treated 
meat by aroma or by the presertce of a bulging package? 

(a) Please explain how the consumer can detect off-odors in hermetically sealed 
packages at fee point of purchase — the point at which consumer deception occurs. 

(b) Have Precept done any studies on what percentage of the population may have 
difficulty detecting fee spoilage odors associated wife carbon monoxide-packaged 
meat? 

(c) Did Precept discuss with FDA fee special risks facing anosmic individuals, especially 
fee elderiy, who are also at high risk for food-bome illness? If not, why not? 

(d) Does Precept have data describing the percentage of packages that bulge as a result of 
over-filling during manufacture, changes in elevation during transport, changes in 
weather or any other factors that would tend to make sealed packages bulge? If not, 
why not? 

Please provide all documents relating to your responses to the questions listed above. 

4. Labeled Shelf Life: We understand that Freest proposed, and FDA and FSIS accepted, ‘^lse 
or fieeze by” dates on packages of carbon monoxide-treated meat of up to 28 days from 
packaging for ground beef and up to 35 days for whole muscle cuts. We are informed that 
fee Opinion of the European Commission’s Scientific Committee on Food (EC Opinion) on 
the use of carbon monoxide as component of packaging gases in modified atmosphere 
packaging for fi-esh meat, adopted 13 December 2001, determined that fee shelf life of the 
treated meat was 1 1 days for ground beef and 14 days for beef loin steaks (at 4° C or 39.2° 

F). The EC Opinion also states that raising fee temperature to 8° C (46.4° F) reduced the 
shelf life of carbon monoxide-treated ground beef by about one half According to published 
scientific reports, 21 percent of the refiigerators in the U.S. operate at temperatures around 
50° F and temperature abu% in other parts of the chill chain is well documented. 

(a) Please provide fee data upon which Precept proposed fee 28- and 35-day shelf lives 
noted above. 
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(b) Were these periods of shelf life established under ideal laboratory conditions or under 
conditions reflecting the actual conditions of distribution, storage, and retail and 
consume handling that the treated meat is likely to encounter? If these praiods were 
established based upon ideal laboratory conditions, please explain why actual 
conditions were not considered when Precept originally submitted its GRAS 
notification to FDA. 

(c) Was Precept aware of the EC Opinion prior to the submission of GRN 000143? If so, 
why was this opinion not provided to FDA as part of the GRAS notification — 
consistent with FDA’s requirement that GRAS notifications must include a 
“comprehensive discussion of any reports of investigations or other information that 
may appear to be inconsistent with the GRAS determination?” 

(d) How does Precqrt reconcile the substantial difference between the shelf lives of 1 1 
and 1 4 days (for ground beef and beef loin steaks, respectively) reported in the EC 
Opinion and the 28- and 3S-day shelf lives proposed by Precq>t? Was this difference 
discussed with EDA? Ifnot, whynot? 

(e) We are aware that Precept has stated that, in light of “actual conditions,” Precept is 
using “more conservative dates” reflecting a shorter shelf life. What labeled shelf life 
is Precept currently using on its carbon monoxide-treated meat? Please explain the 
“actual conditions” that prompted this change. Please provide all tests and/or other 
documents that were used to establish the “more conservative dates” Precept has said 
it currently uses. 

5. Legibility and Effectiveness of Date Labeling: 

(a) Does Precept use any special labeling to assure that consumers can read the “use or 
freeze by” dates on the packages? 

(b) Has Precept gathered data regarding die prominence of fire “use or fieeze by” date 
labeling required to allow persons with compromised vision — particularly the elderly, 
who have a long history of relying on color as their primary indicator of meat quality, 
and who may have difficulty smelling ffie odors associated with spoiled meat — to be 
able to read the “use or fieeze by” date on the package? If not, why not? 

(c) If meat has been tempoature abused during manufacture, distribution, at retail or in 
the possession of the consumer, the “use or fieeze by” date becomes worthless as an 
indicator of meat quality and questionable with regard to food safety. Under 
temperature abuse conditions, neither the color of carbon monoxide-treated meat nor 
“use or fieeze by” date labeling provide consumers widi accurate information as to 
the product’s fitness for consumption. 

(d) Has Precept taken any steps to inform the customer of these facts, through product 
labeling or other means? If not, why not? 
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Please provide any data or other information Precept has generated or relied upon relating 
to die effectiveness of ‘^ise or freeze by” date labeling to positively affect consumer purchasing 
practices. 

6. Temperature Abuse Concmis: The discoloration ofmeat packaged in air or in high oxygen 
modified atmospheres that occurs as a result of temperature abuse is an enormous financial 
incentive driving meat production and transportation activities to maintain rigorous and 
proper control of temperature. If the temperature is not controlled, the meat turns brown and 
becomes unsaleable. 

(a) Since the color ofcarbon monoxide-treated meat is completely insensitive to 
temperature abuse, what contracted conditions or other additional controls has Prec^t 
put in place to insure adequate temperature control during manufecture, storage and 
distribution? 

(b) What steps has Precept taken to educate meat retailers about the different way this 
meat product will behave when temperature ^used? 

Please provide all documents relating the responses to questions listed above. 

7. Retail Practices: 

(a) What is average loss to spoilage of ground meat, and other cuts that have been 
prepackaged in atmospheres containing carbon monoxide? Please provide the related 
documentation. 

(b) How does this loss compare to meat that is not treated with carbon monoxide? 

Please provide the related documentMioa 

(c) When such losses occur at the retail level, does the retailer absorb the loss or does 
Precept reimburse the retail stores for spoiled meat? 

(d) Do the same commercial terms rqrply to carbon monoxide-treated meat and meat that 
has not been so treated? 

(e) Does Precept have any systems in place that are capAle of documenting customer 
complaints relating to carbon monoxide-treated meat? If so, please describe these 
systems. 

The Conunittee hereby requests all records relating to Precept’s decision to market ficsh 
meat products treated with carbon monoxide. This request includes, but is not limit ed to, all 
studies that Precept — including its component firms as noted earlier — ^has cortunissioned or 
performed in-house regarding the use of carbon monoxide in the pack^ing of fresh meat, the due 
diligence that Precept performs on such fresh meat products regarding temperature controls in the 
processing and transport of these products, any studies or focus groups regarding the criteria for 
consumer selection of fresh meat products, consumer acceptance of meat whose color is 
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preserved by carbon monoxide, consumer ability to smell or otherwise detect spoiling meat, and 
the ability and actual experience of consumers reading “use or freeze by” dates on packages. 

Please provide Precept’s responses and the requested records to the Committee offices in 
room 316 Ford House Office Building no later than 30 days from the date of this letter. Please 
provide ail records requested in an electronic sortable fiirmat. The words “records” and “relating 
to” are defined in an attachment to this letter. If this request is intmpreted to require production 
of documents that would constitute an unreasonable burden, it may be modified upon agreement 
with Committee staff If you have any questions regarding this request, please contact us or have 
your staff contact David Nelson, Kevin Barstow, or John Arlington of the Coimnittee staff at 
(202)226-2424. 



Attachment 

cc: The Honorable Joe Barton, Ranking Member 

Committee on Energy and Commerce 


The Honorable Ed Whitfield, Ranking Member 
Subcorrunittee on Oversight and Investigations 
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ATTACHMENT 

1 . The tenn “records” is to be construed in the broadest sense and shall mean any written or 
gr^hic material, however produced or reproduced, of any kind or description, consisting 
of the original and any non-identical copy (whether different from the original because of 
notes made on or attached to such copy or otherwise) and drafts and both sides thereof 
whether printed or recorded electronically or magnetically or stored in any type of data 
bank, including, but not limited to, the following; cotre^ndence, memoranda, records, 
summaries of personal convssations or intoviews, minutes or records of meetings or 
conferences, opinions or reports of omsultants, projections, statistical statements, drafts, 
contracts, agreements, purchase orders, invoices, confirmations, telegraphs, telexes, 
agemias, books, notes, pamphlets, periodicals, rqrorts, studies, evaluations, opinions, 
logs, diaries, de^ calendars, ^ppoirrtment books, t^e recordings, video recordings, e- 
mails, voice mails, computer tapes, or other computer stored matter, magnetic t^>es, 
microfilm, microfiche, punch cards, all other records kept by dectronic, photogrr^c, or 
mechanical means, charts, photographs, not^oks, drawings, plans, into-office 
communications, intra-ofSce and intra-d^rartmental communications, transcripts, chedcs 
and canceled diecks, bank statements, ledgers, books, records or statanents of accounts, 
and Parers and things similar to any of the foregoing, however denominated. 

2. The terms “relating,” or “relate” as to any given subject means anything that constitutes, 
contains, embodies, identifies, deals with, m: is in any manner whatsoever pertinent to 
that subject, including but not limited to records concerning the preparation of otha 
records. 
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August 10, 2007 


Martin J. Hahn 
Partner 
202.637.5926 
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The Honorable John D. Dingell 
Chairman 

House Committee on Energy and Commerce 
2125 Rayburn House OfSce Building 
Washington, DC 20515 

The Honorable Bart Stupak 
Chairman 

Subcoiiunittee on Oversight and Investigations 
House Committee on Energy and Commerce 
2125 Rayburn House Office Building 
Washington, DC 20515 

Re: Response to June 26, 2007 Inquiry 

Dear Chairman Dingell and Chairman Stupak; 

We are writing this letter on behalf of our client, Precept Foods, LLC (Precept Foods), in 
response to your letter dated June 26, 2007 requesting answers to seven categories of questions 
regarding the generally recognized as safe (GRAS) status of carbon monoxide (CO) when used 
as a component in the modified atmosphere packaging (MAP) system for certain meat products. 
Precept Foods is a joint venture between Hormel Foods Corporation and Cargill Meat Solutions, 
a wholly-owned subsidiary of Cargill, Incorporated. The Precept Foods case ready pork and beef 
products are sold under the HORMEL® brand name. We note at the outset that we appreciate 
the Committee’s willingness to extend the response deadline until August lO*. 

By way of brief background. Precept Foods enhanced the use of CO in MAP, specifically in 
barrier lidstock trays, to provide an alternative and improved system for case ready meats. One 
of the challenges long facing the meat industry is the color change that naturally takes place with 
the pigments in fiesh meat. The pigment in meat, myoglobin, has a purplish-red color before it is 
exposed to oxygen. When meat is first cut (such as a steak) or ground (such as hamburger), the 
meat will “bloom” and form a bright red color because the myoglobin will react with the oxygen 
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in the atmosphere and fonn oxymyoglobin. Aiier about three days of exposure to the air, 
oxymyoglobin will break down into metmyoglobin, i^ch has a brownish color. 

One of the growing trends in the retail industry is the use of case ready meats. These products 
are cut (or ground) and packaged at a USDA-inspected facility that is operating under a Hazard 
Analysis Critical Control Point (HACCP) system. The USDA-inspected Ikcility places the meat 
in the package that will be purchased by the consumer, eliminating the need for the retailer to 
handle the meat again ^A^iere it would be exposed to the enviromnent and could come in contact 
with physical, chemical, and microbiolo^c^ contaminants. Case ready meats must be 
transported fiom the USDA-inspected facility to the retailer using a packaging technology that 
will minimize the formation of metmyoglobin. 

Numerous packaging systems have been developed over the years to maintain a desirable natural 
color of packaged meats. Vacuum packaging maintains meat color by excluding oxygen and has 
been used for over 30 years. The meat in vacuum packages will have the purplish-r^ color of 
myoglobin. Vacuum packaged meat has a typical shelf life of about 35 days in the package and 
three days when removed fiom the package, for a total of 38 days. Another technology involves 
packaging meat in a high oxygen modified atmosphere. The high oxygen helps maintain the 
stability of the oxymyoglobin and the bright red color for up to 1 1 days but can result in a rancid 
odor and flavor due to oxidation of fat. These high oxygen and vacuum packaging systems are 
designed for the specific purpose of minimizing the formation of metmyoglobin and enabling the 
true shelf life of the meat to be realized. 

The industry developed a MAP system that uses CO because it shares the strengths of the 
vacuum and high oxygen systems without the shortcomings. CO binds with myoglobin and 
forms carboxymyoglobin, which naturally has a bright red color and is relatively stable. Meat in 
the CO MAP system has a target shelf life of 28 days for ground beef and 35 days for whole 
muscle cuts, which is slightly less than the typical shelf life for vacuum packaged meat. The 
meat color is stabilized in the CO MAP and vacuum packaging system, but the CO MAP system 
maintains a bright red color rather than the purple red color in vacuum packaging. The CO MAP 
system does not result in an appreciable chwge in shelf life or color stability over the vacuum 
packaging systems on the ma^et; it merely combines the shelf life benefits of the vacuum 
packaged product with the preferred color of the high oxygen MAP systems. 

Importantly, meat color is not a reliable indicator of product safety or spoilage. Metmyoglobin 
can form on meat that is safe, wholesome and delicious, and meat that is bright red due to its 
oxymyoglobin content can be spoiled and unfit for consumption. Regardless, consumers have an 
aversion to meat with metmyoglobin in much the same way they avoid apples and other fiuit 
wdth minor blemishes. While the blemished fiuit and metmyoglobin meat may be delicious and 
nutritious, consumers gravitate toward products with the preferred color. The industry developed 
the CO MAP systems in large part to address this consumer preference for meat with a stable, 
bright red color. 

Pactiv Corporation (Pactiv) vras the first company to submit a GRAS notification for the use of 
CO in a modified atmosphere system for meat. Pactiv submitted its GRAS notification in 
September 2001 and FDA completed a favorable review of the notification in February 2002. 

- 2 - 
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Two years later, in Januaiy 2004, Precept Foods filed its GRAS notification for a modified 
atmosphere packaging using 0.4% CO in a slightly different packaging system. 

In addition to demonstrating the GRAS status of CO, the GRAS notification also contained 
extensive data and information establishing the technology is suitable for use in meat. These 
data specifically evaluated the effect of CO on meat color and whether this technology would 
mask signs of spoilage. While carboxymyoglobin will maintain its color after meat is spoiled, 
the data convincingly demonstrate the CO MAP system does not mask odor or other signs of 
spoilage. Moreover, each case ready product is packaged with a clear and con^icuous “use or 
fieeze by” date. Consumer surveys establish consumers place a heavy reliance on such “use or 
fijeeze by” dates when making purchasing decisions for perishable pr^ucts such as meat. 

Precept Foods has taken a responsible approach regarding the implementation of the technology 
by making it available only to those retailers that have received training and that have passed a 
cold chain audit confirming the store can effectively maintain temperature control during 
receiving, holding and retail display. Precept Foods transports the case ready products in trailws 
with temperature recording devices to ensure temperature is maintained during transit. Precept 
Foods also has established receiving guidelines instructing the retailers to check the temperature 
recording devices and record the temperature of the shipped product when it arrives at the 
retailer. These and other programs are designed to minimize the possibility that the case ready 
products will be subject to temperature abuse. 

In the unlikely event a package is subject to temperature abuse and fire product spoils before its 
“use or fieeze by” date, the technology does not present any issues unique to a packaged 
perishable product. The data convincingly establish that CO docs not mask odor, one of the 
primary signs of spoilage used by consumers. Consumers, therefore, will have the same clues ol 
spoilage that arc present when milk, yogurt, meat packaged in vacuum packaging, and countless 
other packaged perishable products are subject to temperature abuse and spoil before the 
expiration of their “use-by” dates. 

The data summarized in the GRAS notification and found in this submission convincingly 
establish the low level of CO found in the MAP system does not present any toxicological 
concerns that would present a safety issue. Indeed, there is consensus among scientific experts 
that there are sufficient data to support the safety of these low levels of CO. hr addition, the dati 
convincingly establish CO MAP systems are suitable for use in meat. After reviewing the 
information submitted, FDA, in consultation wifliUSDA’s Food Safety and Inspection Service, 
completed a favorable review of the GRAS notification and did not object to the Precept Foods 
finding that there ate sufficient data to support tire GRAS status of CO on the basis of scientific 
procedures. The agencies also found persuasive the data and information demonstrating the 
suitability of a MAP system containing CO in meat. 

Since the agencies completed their review, there have been additional data and information 
further demonstrating that the technology is not used to mask decomposition and that consumers 
have the information they need to avoid consumption of spoiled products. After reviewing the 
extensive data and information in this response, tve trust your Conunittee similarly will agree 
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there are sufficient data to support the GRAS status of CO and that the technology is suitable for 
use in packaging meat. 

Below, we address each of the seven general sets of questions asked in the order presented in the 
June 26*^ letter. For your convenience, we provide b^kground information when it is useful to 
place the question in the proper context and we repeat each question in its entirety before 
providing our response. Attached to this letter are copies of the numerous documents that 
support the responses to each of die questions. 

A. Question 1: Scientific Evidence 

1. General Background on the GRAS Process 

The concept of GRAS substances is firmly embedded in the Federal Food, Drug, and Cosmetic 
Act (FFDCA). In 1 9S 8, the United States Congress enacted the Food Additive Amendments to 
the FFDCA. In essence, the I9S8 amendments require that before a new additive can be used in 
food, its producer must demonstrate the safety of the additive to FDA. The goal of the 1 9S 8 
amendments, as defined by Congress is two-fold - first, “to protect the health of consumers by 
requiring manu&cturers of food additives and food processors to pretest any potentially unsafe 
substances t\hich are to be added to food; and second, to advance food teclmology by permitting 
the use of food additives at safe levels.” U 

When enacting the 1958 amendments, Congress also recognized that many substances should not 
require formal pemaiket review to ensure their safety because their safety had been established 
by either scientific procedures or common use in foods prior to 1958. The 1958 amendments 
provide an exemption fiom the food additive definition (and premaiket review and approval) for 
those substances that are generally recognized, among experts qualified by scientific training, as 
having been adequately shown through scientific procedures to be safe under the conditions of 
their intended use. 21 Therefore, Congress specifically provided that a substance that is generally 
recognized as safe (GRAS) for a particular use may be marketed for that use without further 
FDA review and approval. 

Despite the lack of mandated premarket review and approval for GRAS substances, over the 
years FDA has sought to assist the food industry in determining whether a given substance is 
GRAS for a particular use. For example, the agency’s regulations in 21 C.F.R Part 1 82 contain 
a list established by FDA shortly after the 1958 amendments identifying substances that when 
used for the indicated purpose are GRAS. In the 1970s, FDA undertook a systematic review of 
the data supporting the safety of the GRAS substances listed in Part 182. In instances when the 
review confirmed sufficient data support the GRAS status of the substance, FDA would affirm 
the GRAS status and publish the substance in Part 1 84. At that time, the agency also created a 
GRAS petition process whereby an individual could on a voluntary basis petition FDA to review 


y Cong. Rec. 17413 (daily ed. Aug. 13, 1958) reprinted in Legislative History of the 
Federal Food. Drug, and Cosmetic Act and Its Amendments, vol. XTV at 865. 

2/ Federal Food Drug and Cosmetic Act Section 201 (s). 
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and affirm the GRAS status of a substance though rulemaking. Z! The petition process was 
“designed as a voluntary administrative process whose purpose was to provide a mechanism for 
official recognition of lawfully made GRAS determinations.” 4/ 

The GRAS affirmation petition process was slow and cumbersome with some GRAS affirmation 
petitions taking over 20 years for the agency to review and issue an affirmation regulation in Part 
184. In 1 997, FDA decided to streamline the GRAS petition process and issued a proposed rule 
that would replace the petition process with a notification process. FDA concluded the petition 
process, due to the resource intensive rulemaking component, “deter[red] many penons from 
petitioning the agency to affirm their independent GRAS determinations.” 5/ In the preamble to 
the proposed rule creating the notification process, FDA explained that the notification process 
would “provide an iimentive for manufacturers to inform FDA of their GRAS determinations. 
This would result in increased agency awareness of the composition of the food supply and the 
cumulative dietary exposure to GRAS substances.” 6/ The GRAS notification process, therefore, 
replaced one voluntary process with another — one designed to provide greater transparency to 
independent GRAS determinations. 

While FDA has not yet finalized the GRAS proposed rule, the agency has been accepting and 
successfully reviewing GRAS notifications since shortly after publishing file proposed ride. 

FDA received its first GRAS notification on November 2, 1998 7/ and as of the date of this letter 
has received 227 GRAS notifications. 8/ The notification process has successfully resulted in the 
review of these GRAS notifications, reviews that would hwe been less likely to occur under file 
old GRAS affirmation petition process. 

When proposing the notification procedure, FDA set forth the required contents of a GRAS 
notification and clarified the criteria for a GRAS determination. FDA stated that as a general 
matter, “a determination that a particular use of a substance is GRAS requires both technical 
evidence of safety and a basis to conclude that this technical evidence of safety is generally 
known and acce|:^d.” 2/ FDA has defined “safe” as “a reasonable certainty in the minds of 
competent scientists that the substance is not harmful under the intended conditions of use.” 10/ 
Establishing general knowledge and acceptance of safety has two components; (1) the Hntri and 
information relied upon to establish safety must be generally available, and (2) &ere must be a 
basis to conclude that there is consensus among qualified experts about the safety of the 
substance for its intended use. U./ FDA has explained that “consensus does not require 


2/ 62 Fed. Reg. 18937, 18940 (April 17, 1997). 

4/ Mat 18941. 

5/ Id. 

6/ Id. 

U GRN 000001, copy accessed on Aug. 6, 2007 at http://www.cfean.fda.gov/~idb/otMi- 
gOOl.html . 

8/ GRN 000227, copy accessed on Aug. 10, 2007 at http://www.cfean.fda.gov/~rdb/opa- 
grsn.html . 

9/ 62 Fed. Reg. at 18940. 

10/ 21 C.F.R. § 170.3Ci). 

11/ 62Fed.Reg. at 18940, 
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unanimity among qualified experts.” 12/ Thus, although the existence of “a severe conflict 
among experts regarding the safety of the use of a substance precludes a finding of general 
recognition, . . . mere conflict” will not. 13/ 

2. The Precept Foods GRAS Determination 

Almost two years before Precept Foods filed its GRAS notification, FDA had completed a 
favorable review of a GRAS notification filed by Pactiv Corporation for the use of CO in a MAP 
system. 14/ The Pactiv GRAS notification, GRN 000083 (hereinafter GRN 83), involved the use 
of a modified atmosphere containing 0.4% CO, 30% carbon dioxide and 69.6% nitrogen. The 
technology involves the packaging of case ready meats in a larger package or “mother bag” that 
would contain the modified atmosphere. When the “mother bag” arrives at the retailer, the case 
ready meats are removed fix)m the MAP system and placed on the retail shelf. The Pactiv system 
involves the use of permeable packaging film surrounding the trayed meat, which allows the CO, 
carbon dioxide and nitrogen in the atmosphere surrounding the meat in the mother bag to 
dissipate over time. Prior to the Pactiv GRAS notification, FDA also completed a favorable 
review of a GRAS notification for tasteless smoke, which contains CO, to protect the taste, 
aroma and color of seafood. 1_5/ FDA and FSIS, therefore, had a familiarity with the underlying 
data supporting the GRAS status of CO containing systems in the processing of foods. 

The Precept Foods technology involved a similar application of CO as the Pactiv system with an 
atmosphere of 0.4% CO, with the balance being approximately 35% COj and 65% Kr. The 
Precept Foods system differed fiom the Pactiv system in that the modified atmosphere 
containing CO remains in contact with the meat until die package is opened by the consumer. 
The technology also differs in that Precept Foods, rather than the retailer, applies the “use or 
fieeze by” date. Given the similarities with the GRAS notification submitted by Pactiv, Precept 
Foods initially thought its packaging system would be covered by GRN 83. Relying upon the 
scientific data summarized in GRN 83 and its own corroborating studies. Precept Foods 
contacted FSIS and asked the agency to recognize the safety and suitability of its new low 
oxygen system with CO. !§/ FSIS decided the slight differences in the technology warranted the 
filing of a separate GRAS notification by Precept Foods. 17/ 


12/ /4. at 18941. 

13/ Id. 

14/ GRN 83, Document 100568-100829. 

15 / GRN 000013, Letter to Martin J. Hahn from Ms. Janice F. Oliver, Deputy Director, 
CFSAN, FDA (March 10, 2000) (copy accessed Aug. 9, 2007 at 
httD://www.cfsan.fda.gov/~rdb/opa-B015.html'> . 

16/ Letter to Robert Post, Labeling and Consumer Protection Staff, FSIS, USD A, fitjm Gary 
Kushner and Ann Boeckman, Hogan & Hartson LLP (July 2, 2003), Document 10001-100061. 
17/ Letter to Robert Post, Labeling and Consumer Protection Staff, FSIS, USDA, fiom Lane 
A. Hi^barger, Division of Biotechnology and GRAS Notice Review, CFSAN, FDA (Sept. 1 1, 
2003), Document 100062-100064. 
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Ptecept Foods filed a GRAS notification with FDA on January 6, 2004 providing the data and 
information supporting the GRAS status of CO when used as a component in a MAP system. !§/ 
Given the similarities between the Precept Foods and Pactiv systems, the Precept Foock GRAS 
notification incorporated by reference all of the data submitted by Pactiv in GRN 83. Stated 
differently. Precept Foods did not resubmit data and information that already had been covered 
in GRN 83. Prec^ Foods also used the same approach to assess the safety of its MAP system 
containing CO as other modified atmosphere systems. Precept Foods compared CO intake 
estimated to result fiom the specific modified atmosphere of interest to national healfii-based 
standards for acceptable exposure to CO in ambient air. 19/ Based on national, health-based 
standards for CO exposure. Precept Foods concluded that the use of CO at 0.4% in a MAP 
system for fiesh meats poses no health or safety concern and is not reasonably expected to result 
in any measurable levels of carboxymyoglobin in the blood of those who consume treated meat 
or who are nearby when one or more packages of case ready meat are opened. This conclusion 
is consistent with the conclusion of Sorheim, et al. (1997) in the published literature that “it is 
highly improbable that CO exposure fiom meat packaged in an atmosphere containing up to 
0.5% will represent atoxic threat to consumers throu^ the formation of COHb 
[carboxyhemoglobin]." 20/ 

Precept Foods concluded that the intended use of CO is GRAS on the basis of scientific 
procedures at the trace concentrations used in the MAP system on the basis of the published data, 
including toxicology studies evaluating the safety of CO. As file basis for its GRAS 
determination. Precept Foods relied on conclusions in the published literature and generally 
accepted scientific data, and incorporated by reference GRN 83, including the finding of the 
panel of experts convened by Pactiv that issued an opinion siqiporting the GRAS status of CO. 
Moreover, the use of CO in retail packages has an established safety record in Norway. A 
system widely and safely used for nearly twenty years in a country such as Norway clearly meets 
the “reasonable certainty of no harm” standard. 

In addition to demonstrating there are no toxicological concerns under the intended conditions of 
use and the proposed use of CO is GRAS, Precept Foods also submitted information addressing 
the suitability of using a CO MAP system in meat {uoducts. As part of any GRAS notification 
for use on meat or poultry products, FSIS consistently asks companies to submit information 
demonstrating the suitability of the substances intended for use in meat products or processing. 


18/ GRN 143, Document 100081-100110. 

19/ In its GRAS notification. Precept Foods estimated that exposure to CO would be 0.054 
mg CO per meal of cooked meat, assuming meat alsorbs 30% of the CO in the package, an 85% 
reduction in CO exposure due to cooking of the meat, and 100% absorption by the consumer. 
Alternatively, if 1 00% of the CO in the package were absorbed and 1 00% of the CO is consumed. 
Precept Foods estimated that a consumer would be exposed to 1.2mgofCO. Further, if the 
consumer were exposed to 100% of the CO in the package, the consumer would only be exposed 
to 2.18 mg of CO. These exposure amounts are well belowthe safety limits set by the 
Environmental Protection Agency (EPA) and OSHA, EPA’s National Ambient Air Quality 
Standard is 9 ppm CO in air, resulting in the inhalation of 52 mg of CO in 8 hours. The OSHA 
Permissible Exposure Limit is 50 ppm in air, resulting in the inhalation of 290 mg CO in 8 hours. 
20/ Sorheim, et al., (1997), Document 100845-100850. 
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The suitability analysis relates to the eiiectiveness of the GRAS substaiKse in performing the 
intended purpose of use and assurance that the conditions of use will not result in an adulterated 
product or one that misleads consumers. 21/ For purposes of its suitabQity analysis, FSIS asked 
for data demonstrating that CO does not significantly change key meat characteristics and does 
not mask spoilage. 

Precept Foods commissioned three studies to substantiate the suitability of the planned MAP 
system. The first study evaluated the effects of temperature abuse on ground beef stored in 
different atmospheres and concluded that meat stored in a CO atmosphere (0.4%) does spoil and 
emanate a noticeable odor. 22/ The second study examined shelf life, bloom, and cooked color 
of ground beef packaged in varying levels of CO. 23/ The third study examined the shelf life of 
boneless beef strip steaks and top round steaks packaged in a barrier lid stock back-flushed with 
0.4% CO, 35% C02,and the balance as N 2 . Indus study samples were found to maintain 
acceptable quality for at least 42 days. Microbiological, chemistry, color, odor, and cooked 
evaluations showed no signs of spoilage over this period of time. 24/ 

These studies confirmed that the use of CO in the Precept Foods system will not mask spoilage 
and will perform in a matmer comparable to similar systems, including other CO packaging 
systems that FDA and FSIS previously deemed acceptable. Specifically, a CO-containing 
envirorunent will allow meat to maintain a desirable color but will neither inhibit microbial 
growth nor affect the characteristic odor or other indicators (e.g., gas or slime formation) of meat 
spoilage. The ability of meat packaged in CO to spoil and to enumate off-odors has been 
reported in the published literature (Sorheim et al., 1999). 25/ 

Thus, the data submitted to FDA and FSIS convincingly established that the {soposed use of CO 
in a MAP system is GRAS and does not present any unique toxicological or safety concerns. 

The extensive published information on Ae safety of CO establish there is general recognition 
among experts qualified by scientific training and experience to evaluate safety and that the 
proposed use of CO presents a “reasonable certainty of no harm,” which is the safety standard 
required for GRAS substances. The data also demonstrated the suitability of CO in the MAP 
system. Perhaps most important, the scientific experts reviewing the GRAS notification within 
FDA, in consultation with the individuals at FSIS with extensive expertise on reviewing the 


21/ Letter to Dr. Lane Highbarger, OfSce of Food Additive Safety, CFSAN, FDA, from Dr. 
Robert Post, Labeling and Consumer Protection Staff, FSIS, USDA (Apr. 28, 2004), Document 
100114-100116. 

22/ John, Wilbom and Catano, Excel Report; “Ground beef abuse study in peelable, low 
oxygen and carbon monoxide lid stock tray,” (May 13, 2003), Document 100012-100015. 

23/ Rathje and Catano, Excel Report: “Use of Carbon Monoxide in Lid Stock on Ground 
Beef. Project #23034” (Feb. 14,2003). Document 100016-100024. 

24/ Ruzek, Hormel Report: “Precept Foods/MAP Packaging, R&D Project #PF002.00,” 
(June 6, 2003), Document 100025-100061. 

25/ Sorheim, et al., (1999), Document 100851-100858. 
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suitability of substances for use in meat and poultry, completed a favorable review of the Precept 
Foods GRAS notification. 26/ 

3. Response to Questions 

Question 1(a): Does Precept consider these reports [referring to three internal 

studies conducted by Precept] submitted to FDA and FSIS, to meet standards for 

publication in a reputable, peer-reviewed scientific journal? 

Precept Foods used methodologically valid inactices and conducted the studies in a manner that 
would meet the standards for a reputable peer-reviewed journal. The quality of research done 
within the research and development departments of individual companies is often of the same 
quality as that done by universities, but industry research is generally not published because it 
usually contains sensitive and proprietary information that is used to develop and differentiate 
products within a very competitive marketplace. Precept Foods did not conduct these studies 
with the intent of seeking publication in peer-reviewed journals. Nor is Precept Foods required 
to do so under the applicable GRAS standard. 

It is well recognized that GRAS notifications can be corroborated by unpublished data. The 
FDA position is clear. The safety of GRAS substances must be established through “generally 
available and accepted scientific data, information, methods, or principles tshich ordinarily are 
published and may be corroborated by unpublished scientific data, information, or methods.” 27/ 
The Precept Foods GRAS notification satisfied this requirement. GRN 143 and GRN 83 
summarize the extensive published safety data siqrporting the GRAS status of CO in MAP 
systems. The Precept Foods notification establis^d that the use of CO in MAP systems met the 
reasonable certainty of no harm standard by demonstrating, using established scientific principles 
and data, that the use of CO at 0.4% in a MAP system for tesh meats poses no health or safety 
concern and is not reasonably expected to result in any measurable levels of carboxymyoglobin 
in the blood of those m4jo consume treated meat or who are nearby when one or more packages 
of case ready meat are opened. A similar conclusion is reached in GRN 83 and by the published 
literature. 

The three studies mentioned by the Committee corroborated information in the published 
literature regarding tire suitability of CO-containing systems by evaluating the effect of such 
systems on color. One of the studies specifically focused on \^ether the CO-containing system 
would mask spoilage under abusive conditions. These three studies established the effective 
concentration of CO in a modified atmosphere, establish a suitable shelf life, and confirm that 
the systems will not adversely affect meat characteristics, including the signs of spoilage. 

Precept Foods designed the studies primarily to address issues that could raised by FSIS as it 
conducted its suitability aiudysis. After reviewing the data submitted in the GRAS notification, 
FSIS concluded the proposed use of CO was suitable for application on meat products. 


26/ Letter to Gary Jay Kushner and Anne M. Boeckman from Laura Tarantino, Director, 
Office of Food Additive Safety, CFSAN, FDA (July 29, 2004), Document 100148-100150. 
22/ Proposed 21 C.F.R. § 1 70.30(b); 62 Fed. Reg. at 1 8960. 
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Question 1 (b): Does Precept intend to publish these reports? If not, why not? 

No. As explained above and in GKN 143, the publi^ed litenitute supports the GRAS 
determination that CO is safe for the intended conditions of use, raises no material questions 
about the safety of CO and reflects no significant conflict of expert opinion regarding key safety 
factors. 


Question 1 (c): Haw does Precept respond to the allegation that some of the 
above reports fail to include ail data, report only mean values - without a 
measure of variability, fail to include replicate results, or fail to support 
conclusions with data? 

Precept Foods used methodologically valid inactices and procedures when developing and 
conducting the studies. Precept Foo^ shar^ with FSIS and FDA the information the agencies 
needed to evaluate the suitability of the MAP system containing 0.4% CO. The studies 
supported the proposed shelf life for products in CO MAP systems and confirmed conclusions in 
the published literature that meat packaged in a CO containing environment will produce 
noticeable signs of spoilage. 

Although the studies primarily reported Mean values, these values were statistically analyzed to 
include Standard Error, Median, Standard Deviation, Sample Variance and Range. The Hormel 
study also involved replications of the primals. 28/ Dr. Bruce Paterson and Dr. Forrest Dryden 
helped design the Hormel test protocol and interpret the data. Moreover, the study results are 
consistent with earlier exploratory studies conducted by Hormel Ri^D and Cargill and discussed 
in response to question 4(a), below, and with studies reported in the Precept Fo^ patent 
application, which included a statistical analysis of the odor scores. 29/ These studies further 
corroborate the data submitted to FSIS establishing that the Precept Foods MAP system will 
perform in a matmer comparable to similar systems deemed safe and suitable. 

Any potential concern regarding the reporting of only mean values was addressed in a follow-up 
submission to FSIS. In a May 12, 2004 letter to Dr. Robert Post, Director of the FSIS Labeling 
and Consumer Protection St^, Precept Foods submitted additional studies supporting the 


2S/ The rigor that went into designing this test, as outlined in Table 1 attached to the study, is 
further emphasized. Two different beef sub-ptimals (strip loins and top rounds (were 
evaluated - each one was replicated six times (six different strip loins, six different top rounds). 
A total of 252 packaged samples (tests and control) were mam^tured and analyzed. The test 
was designed to evaluate the samples after spending a specified period of time in storage and in 
the display case. As shown in table 1, Cl-IB-IB means this control sample was held in boxed 
storage for 10 days and then placed in the display case for 3 days before being sent to the lab for 
micio/chem. analysis (day 13). Tl-20-38 means this test sample was held in boxed storage for 
20 days prior to being placed in the display case and was then held in the display case for 1 8 
days before being sent to the lab (day 38); See infra note 79 for study and data. Document 
400015-400412. 

29/ Patent Application, “A Method of Using Lactate and Carbon Monoxide to Improve the 

Quality of Fresh Meat,” Document 100833-100844. 
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conclusions drawn flom these initial suitability studies. 30/ Specifically, Precept Foods provided 
FSIS with a revised copy of the ground beef study (Use of Carbon Monoxide in Lid Stock on 
Ground Beef; Project #23034). Precept Foods expanded this revised study to include additional 
data points collected through 27 days in support of a shelf life of 28 days for ground teef 
products packaged in the Precept Foods system. In addition. Precept Foods provided FSIS with 
information regarding the relationship between subjective color assessments and “a* values” 
used in the ground beef study. 31/ 

Precept Foods designed the studies for purposes of assessing the suitability of CO in the MAP 
system using standard protocols that typically are conducted for these type of studies. The final 
reports contained the data and information that FSIS needed to complete its analysis. Regatxlless 
of the accuracy of the Committee’s characterization of the “issues” with the submitted data, 

FSIS - the agency with extensive expertise in reviewing the suitability of substances in meat and 
poultry products — found the studies sufficiently designed and the information appropriately 
robust to support the agency’s suitability analysis. 

Question 1(d): Were other studies provided to FDA or FSIS in support of GSN 

000143 to address these issues? 

Precept Foods provided FSIS with additional mfoimation confirming that spoilage occurs in 
untreated meats packaged in the Precept Foods system. In particular. Precept Foods provided a 
study that sought to compare the effects of different combinations of injection treatments 
(including untreated controls) and atmosphere on the shelf life of strip steaks packaged in barrier 
lid stock trays. 22/ The study confirmed that untreated steaks packaged in the planned MAP 
system do not have significantly different spoilage patterns fiom steaks treated with 
antimicrobial agents in the time periods examined (26, 30, and 41 days). The results further 
confirmed that untreated products packaged in a modified atmosphere containing 0.4% CO, 35% 
COj, and 65% Nj have an acceptable microbiological profile and may reasonably be expected to 
be sound and wholesome throu^out a 35-day shelf life. Precept Foods also provided FSIS with 
information explaining the criteria used in this study to determine that the products were 
acceptable and that spoilage had not occurred. Specifically, Precept Foods provided FSIS with 
the range of the typical count of psychotropic bacteria found after 41 days. 33/ 

Furthermore, Precept Foods met with FSIS and FDA in September 2006 and discussed two 
additional studies regarding the impact of CO on the microbiological quality and safety of 
ground beef. 34/ These studies showed that the spoilage characteristics of meat packaged in 


30/ Letter to Robert Post, Labeling and Consumer Protection Staff, FSIS, USDA, from Gary 
Kushner and Arm Boeckman, Hogan & HartsonLLP (May 12, 2004), Document 100117-100133. 
11/ Letter to Robert Post, Labeling and Consumer Protection Staff, FSIS, USDA, fiom Gary 
Kushner and Ann Boeckman, Hogan & Hartson LLP (May 28, 2004), Document 100135-100141. 
32/ See supra note 30. 

33/ See supra note 3 1 . 

14/ Power Point Presentation by Mindy Brashears, Ph.D., Texas Tech University (Sept. 29, 

2006), Document 100527-100560; Sec, Brooks, C. et al.. Reciprocal Meat Conf. Proceedings 
(200^, Document 200062-200069. 
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diffetent atmospheres (traditional overwrap, high-oxygen, and CO) are similar when factors such 
as age, temperature and source are controlled. 

Precept Foods also referenced or submitted the studies, below, in its correspondence with FDA 
and FSIS regarding GRN 143. 

O. Searheim et al.. Technological, hypenic, and toxicological aspects of carbon 
monoxide used in modifled-atmosphere packaging of meat, 8 Trends in Food Sc. 

& Tech. 307, 311 (1997). 35/ 

O. Senrheim et al.. The storage life of beef and pork packaged in an atmosphere 
with low carbon monoxide and high carbon dioxide, 52 Meat Sci. 157-164 
(1999). 36/ 

D.H. Kropf, Effect of Retail Display Conditions on Meat Color, 33 Reciprocal 
Meat Conf. Proceedings 15, 29 (1980). 32/ 

Carnage, S. D., J. B. Luchansky and S. C. Ingham, Pulsed-fleld gel 
electrophoresis typing of Hcfnia alvei isolated from chub-packed and retail 
ground beef. Letters in Appl. Microbiol. 26 (1998). 38/ 

H. Nissen, et al.. Comparison between the growth of Yersinia enterocolitica. 
Listeria monocytogenes, Escherichia coli OI57:H7 and Salmonella spp. in 
ground beef packed by three commercially used packaging techniques, Int. J. 
Food Micro., Vol. 59, 21 1 -220 (2000). 39/ 

JJH. Silliker and S.K- Wolfe, Microbiological Safety Considerations in 
Controlled-Atmosphere Storage of Meats, Food Tech. 59-63 (Mar. 1980). W 

Watts, DA. et al., 1978. Fate of ^^C] Carbon monoxide in Cooked or Stored 
Ground Beef Samples. /. Agr/c. Food Chem. 26, 210-214. H/ 

Finally, the Precept Foods GRAS notification incorporated by reference GRN 83 and thereby all 
studies provided in association with that GRAS notification were also provided to FDA in 
support of the Precept Foods GRAS notification. 

Question 1(e): We were told that the food industry practice for firms seeking a 
GRAS determination by FDA is to generally convene an independent GRAS panel 
and submit the panel 's report as part of their GRAS notification. Apparently 


35/ Document 100845-100850. 

36/ Document 100851-100858. 

32/ Document 100859-100876. 

38/ Document 100887-100891. 

39/ Document 100877-100886. 

40/ Document 100892-100896. 

41/ Document 100897-100903. 
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Pactiv Corporation convened a GRAS panel to support its GRAS notification for 
the use of carbon monoxide in its fresh meat pac^ging system. Did Hormel 
and/or Cargill convene an independent GRAS panel? If not, why not? 

A GRAS panel is not a tequiiement for a GRAS detennination - the requirement is expert 
consensus regarding safety, niere is no genuine scientific dispute regarding the underlying 
toxicological and other studies supporting the safety of a 0.4% concentration of CO in a MAP 
system for fiesh meat under the intended conditions of use. Moreover, at least two expert panels 
have reviewed the data on CO and issued opitrions supporting its GRAS status. As recognized 
by this Committee, Pactiv convened an expert panel for its GRAS notification, which Precept 
Foods incorporated by reference. Dr. Sorheim, Dr. Hunt, and Dr. Comforth are the three experts 
on the Pactiv Expert Panel, all of whom support the safety of CO in retail parlfagwi 42/ A 
GRAS notification for CO submitted by Tysotrs Foods, which is currently under consideration by 
FDA and FSIS as GRN 000188, also con tains the findings of an expert panel recognizing the 
GRAS status of the CO in that system. 43/ 

In addition, several experts have publicly stated their conclusion that low oxygen systems with 
CO are safe. For example, in a perspective published in Food Technology. Professors Joseph 
Sebranek, Melvin Hunt, Daren Corrrforth, and Susan Brewer stated that - 

The claim that CO packaging will result in unsafe products is not 
scientifically sound. There is no greater risk of pafeogenic bacteria 
associated with CO packaging than with any other packaging system 
currently used for fiesh meat. In fact, a valid argument can ^ made that 
CO packaging creates opportunities to increase safety. It is important to 
realize that the presence or absence of bacteria of public health 
significance on meat is independent of meat color. 44 / 

Finally, Dr. Hunt, Dr. Brashears, and Dr. Sorheim have submitted letters to FDA supporting the 
use of CO in the Precept Foods system. ^/ In addition, other competent and reliable scientific 


^ See supra note 14, Document 100773-100829. 

43/ GRAS Notification No. GRN 000188, GRAS Claim for the Use of Carbon Monoxide in 
Modified Atmosphere Packaging for Red Meat Products 20 (Dec. 22, 2005), Document 101 163- 
101184. 

44/ J.G. Sebranek, M.C. Hunt, D.P. Comforth, and M.S. Brewer, Carbon Monoxide 
Packaging of Fresh Meat. 60 J. Food Tech., No. 5, 1 84 (May 2006), Document 1 00904. 

45/ Letter to Dr. Laura Tarantino, Office of Food Additive Safety, CFSAN, FDA fiom Dr. 
Melvin Hunt, Professor of Meat Science (Jul. 26, 2006), Document 100905-100907; Letter to Dr. 
Laura Tarantino, Office of Food Additive Safety, CFSAN, FDA fiom Dr. Mindy Brashears, 
Texas Tech University (Aug. 23, 2006), (accessed on Aug. 10, 2007 at 
http://www.faa.gov/ohrms/dockets/dockets/05ti04S9/05p-04S9-c000009.01-vol2.tMlf> . Document 
101191-101215; Letter to Dr. Laura Tarantino, Office of Food Additive Safety, CFSAN, FDA 
from Dr. Oddvin Sorheim (Sept 6, 2006) (accessed Aug, 10, 2007 at 
http://www.fda.gov/ohrms/docket5/dockeW05t)0459/0Sp-0459-c00001 1 -01 -von ndfi Document 
101216-101218. 
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experts, such as those in 1(g), below, have expressed their support for the safety of CO-systems. 
Clearly there is a firm basis for finding consensus among qualified experts regarding the safety 
of CO packaging in the Precept Foods system. 

Question 1 ff): Please provide CV for the authors of the reports listed above 

A copy of the CV for each of the following authors is attached. 

• Gtaciel R. Catano 

• Liza John £7/ 

• Nancy M. Rathje 48/ 

• David C. Ruzek 49/ 

• Barney S. Wilbom 50/ 

Question 1(g): Please provide names and CV of any experts Precept consulted, 
and copies of any reports supplied 

The individuals identified below have been instrumental in the development of the data and 
information supporting the GRAS status and suitability of CO in a MAP system. Some of these 
individuals are employees of Precept Foods, Cargill or Hormel while others are outside experts. 
In instances t\1ien the individual has prepared an expert report or opinion, we are attaching 
copies of such reports. The CVs for these individuals also are attached, if available. 

• April A. Archer, Cargill, study investigator (CV provided) 5i/ 

• Dr. Alden M. Booren, Michigan State University, food science researcher 
(opinion regarding CO MAP systems provided) 52/ 

• Dr. Mindy Brasbears, Texas Tech University, food science researcher (CV 
and various presentations to FDA and USD A regarding CO MAP systems 
provided) 52/ 

• Dr. Daren P. Comforth, Utah State University, food science researcher 
(CVs and opinion and presentation regarding CO MAP systems 
provided) 54/ 


W Document 10091 1 . 

47/ Document 100912. 

£8/ Document 100913-100914. 

49/ Document 100915. 

50/ Document 100916-100917. 

51/ Document 100918-100919. 

52/ Document 1 00920- 1 0092 1 . 

53/ Document 100922-100989. 

54/ Document 100990-101018. 
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• Dr. Forrest Dryden, forraer Vice President, Research and Development, 
Hormel (Retired, CV not provided) 

• Curtis J. Cundith, Cargill, research and development (CV provided) 55/ 

• Dr. Scott J. Eilert, Cargill, research and development (CV provided) 56/ 

• Dr. Vasilios H. Frankos, ENVIRON Cor]]oration (currently at FDA), (CV 
and opinion regarding CO MAP systems provided) HI 

• Dr. Melvin C. Hunt, Kansas State University, food science researcher (CV 
and opinions and presentation regarding CO MAP systems provided) 58/ 

• Dr. Bruce Paterson, Development Leader, Hormel Foods Cotp. (now with 
Schwan's) (CV not provided) 

• Dr. Oddvin Seirfaeim, MATFORSK - Norwegian Food Research Institute, 
food science researcher (CVs and opinions and presentations regarding 
CO MAP systems and preserttation 59/ 

We also are providing the Committee with scientific publications, presentations, and other 
information in the Precept Foods files that are supportive of the G^S status of CO. 

• T. Auik, Fresh meat in consumer packaging - a toxicological evaluation 
of the use of up to O.S% CO in a gas mixture, (reference not 
identified). M/ 

• R. Huffinan, American Meat Institute Foundation, “Current Events in 
Case ready Packaging: The Challenge of Managing Meat Color,” 
presented at Meat Industry Research Conference, Hollywood, FL (Oct. 3, 
2006). 

• H. Nissen et al.. Packaging of ground beef in an atmosphere with low 
carbon monoxide and high carbon dioxide restrains growth of Escherichia 
coli 0157:H7, Listeria monocytogenes. Yersinia enterocoUtica and 
Salmonella diarizone, in Food Microbiol, and Food Safety Into the Next 
Millennium; Proceedings of the 17*'' Iiit’l Comm, on Food Microbiol, and 
Hygiene, Veldhoven, The Netherlands (13-17 Sept. 1999). H/ 


55/ Document 101019. 

56/ Document 101185-101190. 

52/ Document 101020-101035. 

58/ Document 101036-101083. 

59/ Document.101084-101101. 

60/ Document 101102-101106. 

M/ Document 101107-101141. 

621 Document 101 142-101 144. 
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• R. Solheim, “Consumer purchase probability of beef and pork packaged in 
different atmospheres,” English summary of report 0-7224 for 
MATFORSK, Norwegian Food Research Institute (1 1 July 1996). W/ 

• O. Senrheim, “Discoloration of meat as an indicator of leakages in 
packages containing a CO gas mixture,” English summary of report 0- 
7224 .col for MATFORSK, Norwegian Food Research Institute (28 Nov. 
1996). M/ 

Question 1(h): Please provide copies of all reports submitted by Precept to FDA 
or FSIS related to GRN 000143. 

We are attaching a copy of all reports and correspondence submitted by Precept Foods to FDA or 
FSIS relating to GRN 143 as Documents 100000-100567. 

B. Question 2: Consumer Reliance on Meat Color as an Indicator of Freshness and 
Safety 


1. Background on Spoilage 

Meat spoilage has been defined as “any single symptom or group of symptoms of overt 
microbial activity, manifested by changes in meal odor, flavor or appearance.” 65/ Spoilage is 
highly dependent on the specific type of bacteria present and determining an exact numerical 
enumeration for spoilage is not absolute. Generally, products will exhibit signs of spoilage with 
total plate counts in the range of lO’ to lO', Depending on the bacteria present, however, there 
could be evidence of spoilage with significantly lower plate counts such as 10^ or with 
significantly higher plate counts reaching 10*. 6^ The total plate count by itself, therefore, is not 
a particularly reliable indicator of spoilage. 

In an anaerobic environment such as that in the CO MAP system, lactic acid bacteria will 
predominate, displacing pseudomonads and other aerobic bacteria. Although lactic acid 
bacteria typically produce fewer malodorous compounds than the more aerobic bacteria, this 
does not mean that spoilage is "masked;" it simply means that good quality shelf life is extended 
because off-odors may not develop as r^idly. In addition to lactic acid bacteria, low oxygen 


63/ Document 101 145-101 1 57. 

^ Document 101158-101162. 

65/ Gill, C.O. The control of microbial spoilage in flesh meats. In Advances in Meat 
Research, vol. 2, Meat and Poultry Microbiology. Pp. 49-88 A.M. Pearson and T. R. Dutson 
(Eds.) AVI Publishing Company Inc: Westport, CT. (1986), Document 200011-200032. 

66/ Lund, BM, Baird-Parker, TC, Gould, GW, ‘The Microbiological saftty and Quality of 
Food,” Aspen Publishers, Inc., Gaithersburg, MD (2000), pg 376, Document 200000-2000001; 
Doyle, PD, Beuchat, LR, Motrtville, TJ, ‘Tood Microbiology Fundamentals and Frontiers,” ASM 
Press, Washington DC, pg 95, Document 200002-200004; Jay, MJ, “Modem Food 
Microbiology” (6"' Ed), Aspen Publishers, Inc., Gaithersburg, MD (2000), pg 71-75; Document 
200005-200010. 

67/ Gill (1986) at 283-84, 286, 288-89, Document 20001 1-200052. 
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environments with CO may contain facultative anaemias such as Hqfttia alvei and Serratia 
Hquefaciens. These microorganisms produce putrescine and cadaveiine, which are very 
malodorous compounds. Heterofermentative lactics and enterics can also produce copious 
amounts of gas, causing swelled packages. At the end of shelf life or after extended 

temperature abuse, spoilage odors atul gassy packages will develop in prxrduct packaged in a low 
oxygen CO-containing atmosphere. Sorfaeim et al. (1 997) noted that “consumers will he able to 
detect spoilage by the presence of off-odours.” 69/ 

Microbial shelf life will continue to be determined, as it always has been, on such considerations 
as anticipated microbial growth, product composition, and distribution conditions, including 
storage temperatures. Product shelf life is not a static issue that is addressed with one or two 
studies and then forgotten. Responsible companies, such as Precept Foods, maintain aggressive 
quality control programs in ydiich product shelf life is continually monitored at the retail level 
and adjusted on a case-by-case basis. As disctissed in detail below, die data and information 
submitted as part of CRN 143 supported a targeted shelf life of 28 days for ground beef and 35 
days for wdiole muscle meats. At present. Precept Foods is currently using more conservative 
dates, such as 24 days for most whole muscle cuts of beef and pork. 

Shelf life determinations are based primarily on quality factors. The safety of any meat product 
is based on an absence of pathogens, the control of spoilage organisms, and adequate handling, 
including cooking. CO is not reasonably expected to stimulate or otherwise affect pathogen 
growth. CO does not affect the ability of a MAP system to slow the growth of microorganisms, 
nor does it affect the characteristic odor of meat spoilage. The only impact of CO is st^ilization 
of the product color. While consumers do consider the color of meat in assessing product quality, 
it is only one - and not necessarily the primary one — of many factors. 

2. Response to Questions 

"2(a) “ We are interested in any special labeling or educational means that 
Precept employs to inform the consumer that meat has been treated with carbon 
monoxide to make it eppear red indefinitely, and that its color should not be used 
to judge freshness or safety, since the packaged meat can appear to be edible well 
beyond the point of microbial spoilage. 

The label on all Precept Foods ease ready meats has a clear and prominent “use or fieeze by” 
date. The attached pictures show the prominence of the date code statement and its placement on 
both the top and bottom of the meat package. 70/ While FSIS does not require the “use or fieeze 
by” dates on fiesh meat. Precept Foods includes a prominent date on each of its packages. As 


6&/ Carnage, S. D., J. B. Luchansky and S. C. Ingham, Pulsed-field gel electrophoresis typing 
ofHafnia alvei isolated from chub-packed and retail grourui beef. Letters in Appl. Microbiol. 26 
(1998), Document 100887-100891. 

^/ O. Serheim, et al.. Technological, hygienic, and toxicological aspects of carbon 
monoxide used in modified atmosphere packaging of meat, 8 Trends in Food Sci. & Tech. 307, 
311 (1997), Document 100845-100850. 

70/ Product shots showing date codes and labeling generally. Documents 200033-200038. 
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discussed in more detail below, the data establish that consumers rely on such “use or freeze by” 
dates when making decisions about whether to purchase or consume a product. Data in the 
literature as well as that generated by Precept Foods show diat CO does not mask spoilage and in 
the unlikely event of abuse, signs of spoilage (e.g., odor, bulging packages, slime) will be present. 
Importantly, this scenario is die same with other foods that can spoil when in packaged form 
such as vacuum-packaged meats and other packaged perishable foods such as milk and yogurt 
For most perishable foods, including fiesb meat, consumers have a long history of relying upon 
open code dates along with odor and other signs that the product may not be suitable for 
consumptioiL 


“2(b) " Has Precept conducted studies that demonstrate consumers are able to 
recognize meat that is aged, spoiled, or temperature abused in the face of 
contradictory visual cues that they have historically relied upon? Please provide 
to the Committee any studies or other documents Precept har prepared or relied 
upon relating to the ability of consumers to detect spoilage where meat appears 
red and fresh looking. 

Aside fiom the acknowledged long history of consumers relying upon open code dating and 
other signs of spoilage, several studies have been conducted on the ability of consumers to detect 
spoiled meat products through odor and/or bulging packages vdien the color of die meat is 
otherwise acceptable. 

A study by Excel Corporation, wWch was submitted as Attachment A of Precept’s submission to 
FSIS, examined the effects of temperature abuse on ground beef stored in different 
atmospheres. T\J Three MAP treatments were studied: a CO system with “peelable" trays 
(containing 0.4% CO, 35% CO 2 , and 64.6% N2), a CO lid stock system (containing 0.4% CO, 
35% CO 2 , and 64.6% N2), and a low oxygen system (containing 35% CO 2 and 65% N2). All 
trays were stored initially at 3S®F for 5 iys. After 5 days, trays were stored at 50®F under dark 
conditions; on day 7, the film on the “peelable” tray was removed and all trays were stored at 
50°F under lighted conditions. Microbial analysis, odor analysis, and color scores were 
performed Spoilage chaiacteristics were found to be similar for all three atmospheres. On day 7, 
all trays displayed increased microbial counts but did not have a detectable odor. On day 9, 
however, the film on all trays was bulging, all samples had a detectable odor, and elevated 
microbial counts were measured for all treatments. It was concluded that meat stored in a CO 
atmosphere (0.4%) does spoil and emaiuitc a noticeable odor. 

Research conducted by Texas Tech University and presented at the 2006 Reciprocal Meat 
Conference further confirmed CO did not ma^ signs of spoilage. 72/ Trained panelists and 


Til John, L., B. Wilbom, and G. Catano, (May 13, 2003) “Ground beef abuse study in 
peelable, low oxygen and carbon monoxide lid stock tray,” Excel Corp., Document 100012- 
100015. 

72/ J.C. Brooks, M.M. Brashears, M.F. Miller, AA. Hoyle, J.D. Kellermeier, and JM. 
Mehaffey. 2006. “New Developments and Future Needs in Fresh Meat Packaging: The 
Spoilage Characteristics of Ground Beef Packaged in High-Oxygen and Low-Oxygen Modified 
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consumeis evaluated the interaction of color change, odor scores, and microbial counts in ground 
beef patties packaged in a variety of MAP systems. The study evaluated five treatments: 
traditional foam tray with film over-wrap, high oxygen (80% Oi and 20% CO}), high oxygen 
with rosemary extract, low oxygen carbm monoxide (0.4% CO, 30% CO}, and 69.6% N}), and 
low oxygen carbon monoxide wifii rosemary extract The trained and consiuner panelists 
evaluated the beef patties for changes in color and odor through 21 days of simulated retail 
display conditions, including continuous fluorescent lighting. The trained panelists evaluated 
color and odor on scales of 1-5. Consumer panelists were asked if the patties were of good color, 
how likely they would be to purchase the product based on color, if the meat smelled ^h, and 
how likely they were to consume the meat based upon odor. Microbial loads, consisting of total 
aerobic plate counts (APC), Lactobacilli, and psychrophilic aerobes, were detennined using 
standardized mefiiods. 

A majority of trained and consumer panelists detected off odors in ground beef packaged in a 
low oxygen atmosphere with CO after approximately 14 days of storage, which corresponded to 
a substantial increase in microbial loads. Though such products are not actually “spoiled" unless 
the off odors are sufficient to cause product rejection, the results do confirm that anaerobic 
packaging systems wifii carbon dioxide will not suppress the formation of off-odors. It should be 
noted that the conditions of this test kept the product in a display case for the duration of the 
shelf life, conditions not reflective of normal fiesh meat distribution. 

Consumer research commissioned by the American Meat Institute supports the favorable 
experience to date with CO MAP systems. TJ/ The research, conducted by the Opinion 
Dynamics Corporation, asked primary grocery shoppers about willingness to purchase and 
prepare meat based on appearance and odor. When asked about willingness to purchase meat 
that appeared bright red but was in packaging that appeared to be excessively bulging, most 
consumers (88%) said that they would be very tmlikely (75%) or somewhat unlikely (13%) to 
purchase such a product. In terms of willingness to wetrare and consume meat products, almost 
all consumers (95%) said they would be very unlikely (90%) or somewdiat unlikely (5%) to 
prepare and cottsume a product that was bright red but past its use-by date and accompanied by a 
detectable odor. 

These results comport 'with portions of the survey recently commissioned by the Consumer 
Federation of America, in wiiich consumers rated qualities used in purchasing meat. 74/ Overall, 
consumers identified the “use-or-sell-by date” as the single most important factor in evaluating 
meat to purchase (with 60% reporting to give it a “great deal” or “a lot” of weight). In 
comparison, 57% gave smell a “great deal” or “a lot” of weight; 52% gave color a “great deal” or 
“a lot” of weight; 43% gave price a “great deal” or “a lot” of weight; and 30% gave texture a 


Atmosphere Packages.” Proceedings of the Reciprocal Meat Conference, University of Illinois 
at Urbana-Champaign, pp 61-65, Document 200062-200069. 

73/ Memorandum dated Nov. 16, 2006, ftom Larry Shiman, ODC, to Janet Riley, AMI, 
entitled “Omnibus Questions on Packaging and Color,” Document 200070-200071. 

74/ Letter to Laura Tarantino, Ph.D., Director, OfBce of Food Additive Safety, CFS AN, FDA 

fiom Chris Waldrop, Deputy Director, Food Policy Institute, Consumer Federation of America 
(Oct. 3, 2006), Document 200039-200061. 
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“great deal” or “a lot” of weight. These results show unambiguously that consumers rely on 
numerous factors in deciding whether to ptirchase, prepare, and consume fresh meat products, 
and that open code dating is of particular importance. Other parts of that survey, however, are of 
limited use in evaluating consumer perceptions regarding low oxygen systems with CO. 
Significantly, questions relating to consumer perceptions about the use of CO were asked 
without adequate context. For instance, the questions did not explain v^y the CO technology is 
used, that it has been favorably reviewed by both FDA and USDA, that it offers distinct benefits, 
that it has a history of frtvorable use in Norway and this country, or how it compares to other 
packaging systems that have long been used. 

The prominent “use or freeze by” dates on the i^oduct label, the development of off odors in 
spoiled product and the coirsumer surveys sununarized above demonstrating tlK importance of 
such “use or freeze by” dates when making purchasing and consumption decisions, establish the 
ability of consumers to recognize meat that has been spoiled. 75/ 

C. Question 3: Odor and Package Bulging as Purported Indicators of Spoilage 

3. Does Precept allege that consumers can adequately detect spoilage in red, 
fresh-loohng carbon-monoxide treated meat by aroma or by the presence of a 
bulging package? 

Consumers are well versed at detecting spoilage in perishable foods, including that of fresh meat. 
As discussed in the response to Question 2, above, odor is one of the primary means of spoilage 
detection, while other signs, such as gas (e.g., bulging packages) and slime formation also are 
used. 


3(a) Please explain how the consumer can detect off-odors in hermetically sealed 
packages at the point of purchase - the point at which consumer deception occurs. 

Consumers cannot detect o£f-odors in hermetically sealed packages of foods of any type at the 
point of purchase, regardless of vdiether it is meat, dairy, produce or other perishable foods in 
such packaging. There is hardly a regular consumer of milk vdio has not purchased the product 
in a sealed container only to discover upon opening that it has soured or “turrred.” Singling out 
the point of purchase as the purported point at which consumer deception occurs, however, 
makes little sense for perishable products in sealed containers. Consumers who discover a 
spoiled product upon its opening can receive a refund by returning it to the store. 


75/ The Committee also asked for focus group testing evaluating consumer acceptance of 

meat whose coior is treated with carbon monoxide. We are attaching the results from focus 
group testing demonstrating consumer acceptance of raw and cooked meat products that ate 
packaged in CO MAP systems. Levin, Nora, “Report of Meat Preparation Focus Groups and In- 
Home Qualitative” (Nov/Dec 2002), Document 200072-2001 11; Sorensen /Usociates F inal 
Report, “T-Bone Steak Beef Durability HVT,” (March 2004), Document 2001 12-2001 56. 
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3(b) Has Precept done any studies on what percentage of the population may 
have difficulty detecting the spoilage odors associated with carbon monoxide- 
packaged meat? 

Precept has not investigated what percentage of the population may have difficulty detecting 
spoilage odors of meat packaged in low oxygen atmospheres containing CO. The research 
conducted by Texas Tech University and discussed in 2(b), above, showed consumers can indeed 
detect the spoilage of meat packaged in a CO MAP system. Moreover, as discussed previously, 
the odors associated with spoilage of meat in low oxygen atmospheres containing CO have been 
found to be similar to those associated with meat spoilage in other MAP systems. 

To the extent diere is a subset of the population that will be unable to detect spoilage odors, these 
consumers will have difficulty detecting spoilage in any packaged perishable product such as 
meat packaged in chub packs, meat in vacuum packaging, milk, and many others. Because color 
is not a reliable indicator of spoilage, there is no reason to single out low oxygen atmospheres 
containing CO for this type of evaluation. 

3(c) Did Precept discuss with FDA the special risks facing anosmic individuals, 
especially the elderly, who are also at high risk for food-borne illness? If not, 
why not? 

Precept Foods did not discuss with FDA the purported “special risks" &cing anosmic individuals. 
To the best of our knowledge, neidier FDA nor FSIS has required studies of siKh a unique 
population of consumers for any perishable foods regardless of the type of packaging employed. 
The anosmic individual will have difficulty detecting spoilage of any packaged perishable 
product. Because low oxygen atmospheres containing CO do not mask spoilage in fiesh meats, 
they present no unique risks. Moreover, unlike dairy products and fiesh produce that are 
consumed without further processing, raw meat will be subjected to thermal processing, hirther 
mitigating any potential food safety issues. 

3(d) Does Precept have data tkscribing the percentage of packages that bulge as 
a result of oyer-filling during manufacture, changes in elevation during transport, 
changes in weather or arty factors that would tertd to make sealed packages bulge? 
If not, why not? 

Precept Foods controls the volume of gas put into the lid stock packages - and, ccmsequently, the 
amount of bulge in these products - by measuring the dome height of packages irrunedately 
following tile sealing step. A written and visual description of the dome appearance on ground 
beef packages is attached. 76/ The optimal amount of gas, as measured from lip of the tray to the 
top of the dome using a T-bar rule or plastic cut-out templates for pre-determined tray heights, 
creates a slight (1/8 to 1/4 inch) dome in the retail case, which aids in wicking any condensation 
to tile comers of the package. Too much gas (anything exceeding 1/2 inch) deforms the package, 
gives it an hourglass or football shape, and prevents the specified number of packages fitnn 


26/ Cargill Meat Solutions, “REDiFresh™ Ground Beef’ (undated). Document 3(WOOO- 
300001. 
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fitting into a shipping container. Overfilled packages are not purposely distributed to customers, 
and, therefore, the percentage of such packages has not been measured. 

Changes in elevation will affect the degree to \^ch a sealed food container will bulge. This 
bulging is commonly observed in a variety of food products, including potato chips, grated 
cheese, processed meats, and low oxygen systems containing CO. Customers living in high 
altitude areas are well accustomed and familiar with the increased bulge resulting fiom the 
differences in atmospheric pressure. Spoiled products will still exhibit off odors and/or slime 
formation allowing consumers in high altitude areas to detect spoiled product. As a result, the 
percentage of bulging packages resulting from changes in elevation h^ not been measured. 

D. Question 4: Labeled Shelf Life 

1 . Background on Date Codes 

Date codes are not required on meat products. As explained by FSIS in its consumer guidance 
on product dating, “Use-by” dates are calendar dates provided by the manufacturer to indicate 
“the last date recommended for the use of the product while at p^ quality.” 77/ FSIS has 
recognized and reiterated for consumers that “‘Use-by’ dates usually refer to best qurdity and are 
not safety dates. But even if the date expires during home storage, a product should be safe, 
wholesome and of good quality - if handled properly and kept at 40‘F or below.” 

All products packed in the Precept Foods CO MAP system display an open date code or “use or 
fieeze by” date. Application of a validated and controlled “use or freeze by” date addresses a 
major drawback of traditional meat packaging - lack of consistent code dating because the point 
at which a product will be prepared and displayed for sale is unknown. Reliance on a centrally 
applied open date code offers a fiir more objective means of assessing product age and quality 
than highly subjective measures such as color. 

“Use or fieeze by” dates are applied by a centralized packing facility and will not vary depending 
upon the timing of retail display. The use of a centralized packing facility for the finished retail 
package eliminates all retailer discretion in the process, adding the consumer benefit of an open 
dating system that is scientifically established, validated, and controlled. In addition to 
minimizing any risk of cross contamination that can occur in a retail establishment, the use of 
such a system substantially reduces any risk that the shelf life will be manipulated 
in^rpropriately at the retail level. It also provides some assurance that product labels will not be 
altered following application of the mark of inspectioa 

As shown in the studies conducted by Opinion Dynamics Corporation and the Consumer 
Federation of America discussed in question 2(b) above, consumers rely on date codes when 
making purchasing decisions for fiesh meat. Consumer reliance on date codes is further 
documented in the annual report of U.S. Grocery Shopper Trends, published by the Food 


77/ FSIS Fact Sheet, “Food Labeling, Food Product Dating;” (copy accessed Aug. 8, 2007 at 
httD://www.feis.usda.gov/fact sheets/Food Product Datinu/index.asol . Document 400000- 
400004. 
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Marketing Institute. 7S/ According to the Trends report, virtually all consumers (99%) are aware 
of date codes, with 83% of consumers participating in that survey reporting use of date codes 
with respect to fresh meat at»l poultry specifically, tVhen asked about the frequency with which 
date codes are used, 92% of consumers responded fiiat they checked date codes “every time” or 
“faiiiy often” and 77% reported discarding foods past the use-by date “every time” or “fairly 
often.” Most participating consumers tied date codes to some degree of heidth risk; 25% felt 
eating a food past the code date would present a “serious” health risk; 37% felt it would present 
“some” health risk; and 30% felt a “slight” health risk would be presented. Though such views 
may not be appropriate because codes typically are quality- rather than safety-based, the qrparent 
view of date codes as relevant to health fiirther suggests consumers take date codes seriously. 

Consumers rely on code dates in numerous contexts, including hot dogs, deli meats, and dairy 
products. Fresh meat products such as vdiole muscle cuts and ground beef are no different 
“Use or freeze by” dates are important features of many perishable foods, but are only one aspect 
of product quality. As with milk, yogurt, hot dogs, lunc^on meats, retail chub packs, and 
numerous other products, a “use-by” date is interpreted in light of other factors, stmh as signs of 
spoilage. 


2. Responses to Question 4 

Question 4(a): Please provide the data upon which Precept Foods proposed the 

28 and 25 day shelf lives. 

Precept Foods submitted to FSIS and FDA two specific studies in support of the company’s 
request for a 28 day maximum shelf life for ground beef and a 35 day maximum shelf life for 
whole muscle cuts. The shelf life conditions in GRN 143 are guidelines that reflect potential 
shelf life. Precept Foods selects the “use or freeze by” dates (not to exceed 28 or 35 days, as 
applicable) most achievable for any particular product in U^t of the specific conditions of that 
particular product. The studies submitted with GRN 143 represent only part of the shelf life 
picture. Precept Foods collected then, and continues to collect today, data to ensure that product 
of the highest quality is sold to consumers. 

As noted above, two studies were submitted with GRN 143 in support of the Precept Foods 
request for shelf life as a condition of use for the proposed CO packaging system. In the first 
study, Hormel Foods examined the shelf life of boneless beef strip steaks and top routul steaks 
packaged in a barrier lid stock back-flushed with 0.4% CO, 35% CO 2 . and the balance as Nj. 79/ 
A treatment simulating the Pactiv master bag concept described in GRN 83 was used as a control. 
Samples were stored in a 38°F cooler prior to display and placed in a 38-40°F simulated retail 
display case at designated intervals. Control samples were removed from the master bag prior to 
display. After 3-5 days in the display case, samples were photographed, opened for odor 


78/ FoodMarketingInstitute,U.S. Grocery Shopper Trends 68-69, 115, 117, 121 (2006), 
Document 400005-40000 1 4. 

79/ David Ruzek, Precept Foods/ MAP Packaging (R&D Projwt #PF002.00) (June 6, 2003), 
Document 400015-400412. 
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evaluation, and sent to the lab for mictobiological and chenustry analysis. Some samples were 
also cooked and evaluated fbr flavor. 

Overall, both test and control samples were found to maintain acceptable quality at least 42 days. 
Microbiological, chemistry, color, odor, and cooked evaluations showed no signs of spoilage 
over this period of time. Although total Mesophilic and Psycbrophilic bacteria counts increased 
throughout the study, the counts were deemed acceptable and not indicative of spoilage. The pH 
and ISA values remained constant, suggesting that no significant microbial spoilage or 
oxidative rancidity, respectively, had taken place. All samples were judged to be acceptable for 
odor, and no cooked samples exhibited unacceptable flavors. 

Because the steaks in this first study were injected with an antimicrobial solution. Precept Foods 
submitted additional information to FSIS confirming the spoilage pattern associated wi& 
untreated meats packaged in the same modified atmosphere. gO/ The study sought to compare 
the effects of different combinations of injection treatments (including untreated controls) and 
found that the untreated steaks did not have significantly different spoilage patterns fiom those 
that were treated with antimicrobial agents. After 41 days, the microbial, odor, and chemistry 
results justified a 35 day shelf life for both untreated and treated steaks packed in a MAP with 
0.4% CO. 

An additional study provided with ORN 143, conducted by Excel, examined shelf life, hloom, 
and cooked color of ground beef packaged in varying levels of CO. 81/ Four treatments were 
studied: three CO treatments at 0.2%, 0,3%, and 0.4% (with 35% as CO 2 and the balance as N 2 ) 
in a plastic tray vrith a barrier film, and one CO treatment at 0.4% in a peelable film tray. Trays 
were stored in a cooler at 35° F and removed and placed under conditions simulating retail 
display at designated intervals. Microbial sampling was conducted “pre-display” and “post 
display,” objective and subjective colors were read daily, residual oxygen levels and product off- 
odors were analyzed daily, cooked color and sensory evaluations were performed, and bloom 
was assessed. Based on microbial sampling throughout the test, it was concluded that there were 
no major differences in microbial counts between treatments. On day 20, a greater increase in 
aerobic plate count was noted for the peelable treatment than the lid stock treatments. This was 
described as a “trend” and attributed to removal of the product fiom a high CO 2 environment. 

Color was deemed acceptable on the 0.3% CO and 0.4% CO lid stock treatments throughout the 
test The 0.2% CO treatment received a lower color score. The peelable treatment received a 
higher color score than the 0.2% treatment, but a lower score than other CO treatments. 
Evaluations of cooked colors on days 9 and 16 shotved normal cooked colors in all 


80/ Summary of Hormel Foods Research Report, in Letter to Dr. Robert Post, Food Safety 
and Inspection Service, from Gary Kushner and Ann Boeckman, Hogan & Hartson, LLP (May 
12, 2004), Document 1001 17-100133. 

81/ Nancy Rathje and Graciel Catano, Use of Carbon Monoxide in Lid Stock on Ground 
Beef (Project #23034) (Feb. 14, 2003), Document 400413-400427, 400438-400461; Color 
photographs for this and studies conducted on Feb. 6, 2003, Infra note 86, and Feb. 13, 2003, 
infra note 87, are attached in Documents 400553-400602. 
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concentrations of CO with no pinking at 145®F or 170“F. No off or spoiled odors or flavors were 
noted for any treatments through day 16. 

A revised summary of this study, also submitted to FSIS, provided additional information 
regarding the microbial count for the ground beef. After 27 days in storage the ground beef had 
a microbial count of slightly more than 7>log, depending i^ion whether the product was tested on 
day 27 or after 3 days of display. Thus, the authors concluded that “on the basis of these data, 
measured to a total shelf life of 30 days (27 days plus 3 days display), a shelf life of 28 days for 
ground beef packaged in this format is justified.” 82/ 

In addition to the studies submitted with GRN 143, Hormel Foods conducted for Precept Foods a 
number of exploratory shelf life studies on intact muscle cuts. Excel/Cargill similarly conducted 
exploratory shelf life studies examining the shelf life potentially achievable under the Precept 
Foods packaging system. The following studies were conducted prior to the submission of GRN 
143: 

• Heidi Edwards, Hormel Foods Research Report R&D Project # PF002.00; Sensory Study 
#3653; “Always Tender Beef - New York Strip Steak - Various Pump Levels (Sept. 27 

2002 ). 83 / 

• Hormel Foods Research Report R&D Project # PF002.00; Sensory Study #3655; Oct. 8, 
2002 “Always Tender Beef- Chuck Steak- Various Pump Levels. 84/ 

• Heidi Edwards, Hormel Foods Research Report R&D Project # PF002.00; Sensory Study 
#3656; Oct. 9, 2002 “Always Tender Beef — Top Round Steak — Various Pump 
Levels. 85/ 

• Nancy Rathje and Graciel Catano, Use of Carbon Monoxide in Lid Stock on Beef Cuts 
and Grind (Project # 23034) (Feb. 6, 2003). Strip steaks were stored for 3, 10, 17, 24, 
and 3 1 days and then were displayed for 5 days. At 22 days (17 days storage and 5 
display days) microbial counts for froduct treated with 0.4% CO were less than log 5 for 
aerobic plate counts, anaerobic cormts, and LAB counts. In addition diere were no off or 
spoiled odors or flavors on any of the product through day 24. This study is significant 


82/ Nancy Rathje and Graciel Catano, Use of Carbon Monoxide in Lid Stock on Ground 

Beef (Project #23034) (Feb. 14, 2003, Revised May 12, 2004) in Letter to Dr. Robert Post, Food 
Safety and Inspection Service, fiom Gary Kushner and Ann Boeckman, Hogan & Hartson, LLP 
(May 12, 2004), Document 100119-100128. 

83/ Document 400428-400437. 

84/ Document 400462-40047 1 . 

85/ Document 400472-40048 1 . 
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because it shows the packaging system can achieve acceptable microbial, odor, and flavor 
profiles throughout the staled shelf life fi>r these products. S§/ 

• Nancy Rathje and GracielCatano, Use ofCarbon Monoxide in Lid Stock on Beef Cuts 
(Project # 23034) (Feb. 1 3, 2003). Inside round steaks were stored for 3, 10, 17, and 24 
days and then were displayed for 4 days. At 28 days (24 days storage ai^ 4 days display) 
microbial counts for product treated with 0.4% CO were less than log 6 for aerobic plate 
counts, anaerobic counts, and LAB coimts. In addition there were no off or sfrailed odors 
or flavors on any of the product through day 27. 87/ 

• Barney Wilbom, Impact ofTray Footprint on Beefin CO in Barrier Lid stock (Oct. 13, 
2003). This study examined the effect of the tray size on the performance of beef 
packaged in a CO MAP system. The study found that product performed well in the 
display case firom day 7 to day 43; however, off odors did begin to develop at day 35. 
Micit^al couirts were found to be acceptable for all cuts throughout the 43 day test and 
similar to vacuum packaged product approximately the same age. This study shows 
packaged product can be acceptable past the shelf life established in the GRAS 
notification. The study also demonstrates microbial load is not the only indicator of 
spoilage, as odor developed before unacceptable microbial levels were reached. 88/ 

• Barney Wilbom, Shelf Life Performance of Enhanced Beef, Enhanced Pork and Ground 
Beef in Various Tray Depths of CO in Lid stock (Oct. 3 1 , 2003). Although the objective 
of this study was to examine the appropriate tray depth for product in a MAP system 
containing CO, microbial analysis was also conducted. After 29 days (26 days storage 
and 3 display days) all microbial cuts for beef counts were approximately log 6 or lower. 
Microbial counts for pork cuts were approximately log 5 or lower after 35 days (32 days 
storage and 3 days display). Grotmd b^f samples revealed microbial counts of around 
log 7.5 after 16 and 20 days. This study does not have associated odor and other sensory 
data but indicates microbial levels were acceptable for beef and pork cuts. The ground 
beef microbial levels are in the range typically associated with spoilage, but spoilage 
cannot be confirmed without odor and other sensory data. 89/ 

• Dave Ruzek, Hormel Foods Research Report; Precept Foods/MAP Packaging (Dec. 6, 
2003). This study examined the shelf life of T-bone steaks cut fiom different ^ed raw 
materials - 7 and 14 day old beef short loins. The steaks were packaged in a MAP 
system with .35% carbon monoxide. The author of the report concluded that a code 


86/ Document 400482-400520; Color photographs for this and studies conducted on Feb. 13, 
2003, infra note 87, and Feb. 14, 2003, supra note 81, are attached in Documents 400553- 
400602. 

82/ Document 400521-400552; Color photographs for this and studies conducted on Feb. 6, 
2003, supra note 86, and Feb. 14, 2003, stq}ra note 81, are attached in Documents 400553- 
400602. 

M/ Documents 400603-400681. 

89/ Documents 400682-400742. 
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of 28 days could be recommended for bone-in product packaged in such a system with 
0.35% CO. 90/ 

• Graciel Catano, Enhanced vs. Nonenhanced in CO Lidstock (PRP 23270) (Sept. 1 9, 
2003). Hiis study was conducted to evaluate the impact enhancement may have on the 
pmformance of lidstock product packaged in CO. Enhanced product perfoimed as well 
as non-enhanced in ovetall color and outperformed in lower microbial counts over 31 
days of observation. 91/ 

Finally, Ae companies gained a wealA of knowledge through shelf life testing conducted using 
Ae Pactiv system described m QRN 83. This system served as the foundation for Ae Precept 
Foods system. Notably, Ae Pactiv system produces a comparable shelf life to that proposed by 
Precept Foods m GRN 143. Pactiv commissioned a study ^ete meats were packaged m Ae 
Pactiv system, Aen stored at 35°F or 43°F for iqi to 35 days. In Ascussing the study results, Ae 
auAors stated that “this suggests that quality products that have been handled in a sanitary 
Ashion can be stored in Ae MAP system up to 35 days wiAout compromising microbial 
quahty. 92/ Thus, Aere is ample evidence that a shelf life of 28 or 35 days can be achieved for 
most products packaged m a CO MAP system. 

Question 4(b): Were these periods of shelf life established under ideal laboratory 
conditions or under conditions reflecting the actual conditions of distribution, 
storage, and retail and consumer handling that the treated meat is likely to 
encounter? If these periods were established based upon ideal laboratory 
conditions, please explain why actual conditions were not considered when 
Precept Foods originally submitted its GRAS notification to FDA. 

Precept Foods carefully designed Ae shelf life stuAes to simulate conditions of centralized 
production, distnliution, and Asplay of retail beef and pork. In oAer words, most of Ae Precept 
Foods shelf-life stuAes were conducted under laboratory conAtions designed to simulate 
average Astribution and retail Asplay case conAtions. Specifically, initial or preliminary shelf 
life stuAes are conducted using product processed m a pUot plant under conAtions similar to 
Aose m prxtduction facilities. P^uct is stored at temperatures typically found m retail storage 
facilities and Aen Asplayed m retail Asplay cases that mimic Ae typicA temperature, lighting, 
and defiost cycle conAtions m grocery store display cases. 

Thus, Ae conAtions used m Ae stuAes submitted wiA GRN 143 Ad reflect typical retail 
temperature controls. This is consistent wiA Ae design of shelf life stuAes m Ae industry where 
a potential shelf life is established. Moreover, Ae application of appropriate temperature 
controls is a fundamental good manufecturing practice (GMP) requirement for all perishable 
foods. The intended conditions of use on vtdutA a GRAS assessment is based necessarily assume 
GMP compliance. Temperature abuse, Aerefore, is not part of Ae intended conAtions of use of 
a GRAS substance. 


90/ Documents 400743-400883. 

91/ Document 400884-400909. 

92/ GRAS Notification No. 83 (attachment 4) at 1 68, Document 1 00729- 1 00760. 
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Nonetheless, to address the potential for temperature fluctuations, Prec^ Foods tested the 
performance of die CO MAP system under abusive conditions and confirmed diat the system 
would not mask spoilage. 93/ Precept Foods included this study, which has been discussed 
previously, as part of its GRAS notificadon. In addition, CRN 143 also pointed to practical 
experience with other modified atmosphere packaging systems that present nearly identical 
issues, as well as almost twenty years of oqietience in Norway. 94/ This information is direct 
evidence of actual distribution, retail conditions, and consumer behavior and was included in the 
Precept Foods GRAS determination. 

Finally, in addition to initial or preliminary shelf life determination studies. Precept Foods also 
conducts routine shelf life verification studies. These studies either adopt or simulate normal 
production practices. For those studies that adopt normal production practices, product is 
produced in case ready facilities under normal production, stored in the plant’s finished goods 
cooler, shipped by truck to the product distribution center, and stored in the raw material/ 
finished goods cooler until the specified display period. Product display and evaluation is then 
conducted based on the specific protocol for the particular study. Through these shelf life 
verification studies, as well as through ongoing monitoring, including monitoring of temperature 
control in retail settings. Precept Foods sets shelf life on a case-by-case basis. Thus, Precept 
Foods continually takes into consideration actual or simulated conditions of distribution, storage, 
and retail display when determining the shelf life for its products. 

Question 4(c): Was Precept Foods aware of the EC opinion prior to the 
submission of GRN 000143? If so, why was this opinion not provided to FDA as 
part of the GRAS notification - consistent with FDA ’s requirement that GRAS 
notifications must include a "comprehensive discussion of ai^ reports of 
investigations or other irformation that may appear Inconsistent with the GRAS 
determination? 

Precept Foods was aware of the Opinion of the European Commission’s Scientific Committee on 
Food prior to the submission of GRN 143. It was unnecessary to specifically address the 
Scientific Committee on Food opinion in GRN 143 because this opinion views the intended use 
of CO in a favorable light Specifically, the Committee reviewed toxicological and microbial 
aspects of CO, and concluded as follows; “[T]here is no health concern associated with the use 
of 0.3%-0.S% CO in a gas mixture with CO 2 and N] as a modified atmosphere packaging gas for 
fie^ meat provided the temperature during storage and transport does not exceed 4°C.” 9^/ 
Precept Foods views the temperature requirement as consistent with the GRAS determination 
becauK cold chain management is important for any perishable food, not simply fiesh meats 
marketed in MAP systems. 


9^ Liza John, Barney Wilbotn, and Graciel Catano, Ground Beef Abuse Study in Peelable, 
Low Oxygen Carbon Monoxide Lid stock Tray, May 13, 2003, Document 400910-400930. 

94/ Scott Eilert, What I learned in Norway ... A Trip Report, July 16, 2002, Document 
40093M00938. 

95/ Opinion of the Scientific Committee on Food on the use of carbon monoxide as a 
component of packaging gases in modified atmosphere packaging for fiesh meat, 
SCF/CS/ADD/MSAd/204 Final (1 8 Dec. 2001), Document 400939-100947. 
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Equally important is that the legal status of a material in the European Union or any odier 
political system has no bearing on a GRAS assessment in the United States. There are numerous 
instances in which substances and tecbnolo^es are deemed safe in the United States but not 
Europe (and vice-versa), as evidenced by the longstanding disputes over beef hormones, 
regulation of modem biotechnology, and the so-called “precautionary principle.” What matters 
&om the perspective of the “common knowledge” element of a GRAS determination is not the 
policy of any particular government; the issue is whether qualified experts consider the substance 
to be “safe” for its intended conditions of use. Governments may reject an additive for reasons 
other than safety, or they may choose a more conservative position than the scientific evidence 
would suggest is necessary. In Europe, for example, a food additive may be rejected if a 
technological need for the additive is not demonstrated. 96/ 

A letter firom the European Commission Health & Consumer Protection Directorate-General 
provides insist into the distiimtive policy approaches taken in the United States and Europe. In 
addressing whether to recommend changes to file existing authorizations for nisin, a GRAS 
antimicrobial in the United States, the letter stated that the “Commission agrees with the 
principle that anti-microbial agents should not be used in the food production chain." Though 
the Commission was actually contemplating an exception for nisin, the feet remains that such a 
principle is obviously at odds with U.S. law and policy. U.S. agencies ate no more bound to 
accept EU policy on CO than on antimicrobials, biotechnology, or any other matters in which 
different points of view are evident. 

Question 4(d): How does Precept Foods reconcile the substantial difference 
between the shelf lives of II and 14 days (for ground beef and be loin steaks, 
respectively) reported in the EC Opinion and the 28- and 35-day self lives 
proposed by Precept Foods? Was this difference discussed with FDA ? If not, 
why not? 

The Scientific Committee on Food based its shelf life recommendation on the publication by 
Soifaeim (1999), which was cited and discussed in the Norwegian Meat Cooperative and the 
Norwegian Independent Meat Association ^iplication for the assessment of caibon 
monoxide. 97/ It was not a recommendation on the commercial shelf life for all meat stored in 
low oxygen atmospheres with CO. The Sorheim study vras cited in GRN 1 43 and in GRN 83. 
Beyond tlBse references, this difference was not discussed with FDA or FSIS because it was not 
relevant to the Precept Foods GRAS determination. The focus of a GRAS determination is 
whether there are sufficient data in the public domain to support the GRAS status of CO on the 
basis of scientific procedures. 


96/ Indeed, the treatment of CO by the European Commission, Health & Consumer 
Protection Directorate-General appears to have been driven by concerns other than safety - 
namely, the issue of whefiier CO misleads the consumer with respect to product fieshness. 
Letter fiom Robert J. Coleman, European Commission, to Mrs. Caroline F. Jackson, European 
Parliament, Document 400948-400951. 

27/ Application for Assessment of the Food Additive Carbon Monoxide (CO) Prior To Its 
Authorization, Document 400952-400990. 
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As a practical matter, the shelf life results obtained by Sorheim (1999) cannot be used to 
determine the shelf life for product processed and packaged by Precept Foods. The specifics of 
shelf lift are determined on a case-by-case basis, taking into account such factors as raw material 
quality, the type of meat product, distribution needs, likely temperature variations, and similar 
conditions. Shelf-life for a particular product is determined by a number of factors. As noted in 
the Scientific Committee Opinion, “[e]nd-product characteristics affecting the shelf life depend 
among others on type of product, initial contamination, atmosphere, storage temperature, 
packaging material and design.” 98/ Shelf life can also be influenced by the age of the raw 
materials, conditions at slaughter, and conditions in the processing facifity. In addition, 
acceptable shelf life is not a universally defined standard. It is based on microbial count, flavors, 
and odors, and other acceptability ftctors (such as ^pearance and purge level) and tlmre is 
variability within each of these ftctors. For example, depending iqx>n the type of bacteria 
present, different microbial counts may be deemed acceptable. Obvious signs of spoilage can 
occur at 1 0“ if certain types of microorganisms predomirtate, while ground beef that contains 1 0’ 
per gram can be organoleptically acceptable if fte predominant flora consists of 
homofermentative lactic acid bacteria Because the Sorheim (1999) study vras conducted under 
different conditions fiom those in the studies conducted by Precept Foods, it is not surprising that 
different shelf lives were obtained. 

Finally, we note that the shelf lives requested by Precept Foods are consistent with modified 
atmosphere packaging systems in general that extend the shelf life of products. For example, 
vacuum packaged primes can be stored for 36 days before being ground in a retail facility and 
put on display. 99/ Vacuum packaged case ready ground beef typically has a shelf life of 23 
days and case ready meats in high oxygen systems typically have a shelf lift of 1 1 to 14 
days. 100/ Beef and pork that is exported to Asia typically have a shelf life of 45-55 days. 

Using the Pactiv system described in GRN 83, Precept Foods used a display-by date of 
approximately 25 days and a recommended display life in the retail case of 3 days, for a total 
shelf life of 28 days. 101/ Moreover, the National Beef Tenderness Survey found that the 
average age of raw materials the cold storage facilities of retail stores was 23 days. Ifi2/ Finally, 
Precept Foods is aware of at least one meat processing company in Norway (a country with 
considerable experience in CO MAP packaging) that achieved approximately 20-22 days shelf 


98/ Opinion of the Scientific Committee on Food on the use of carbon mormxide as a 

component of packaging gases in modified atmosphere packaging for fi'esh meat (adopted on 1 3 
December 2001) at 3. Supra note 95. 

99/ AMI Foundation, “Ground Beef Shelf Lift (Days),” Dociunent 401002.01-401002.02. 

100/ Id. 

101/ Letter to Dr. Robert Post, Food Safety and Inspection Service, fi'om Gary Kushner and 
Ann Boeckman, Hogan & Hartson LLP (July 2, 2003), Document 100001-100061. 

J02/ J.W. Saveli et al.. National Beef Tenderness Survey - 2006, Proceedings of the 59* 
American Meat Science Association Reciprocal Meat Coi^erence 43, 44 (2006), Document 
401021-401029. 
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life for its consumer-ready meat despite a cold chain management system that is not as rigorous 
as those used by companies in the United States. 103/ 

Question 4(e): We are aware that Precept Foods has stated that, in light of 
"actual conditions, “ Precept Foods Is using “more conservative dates" reflecting 
a shorter shelf life. What labeled shelf life is Precept Foods currently using on its 
carbon monoxide treated meat? Please explain the "actual conditions” that 
prompted this change. Please provide all tests and/or other documents that were 
used to establish the "more conservative dates” Precept Foods has said it 
currently uses. 

niere has been no “change” in the Precept Foods shelf life determinations. Shelf-life 
determinations do not and should not always be the same as the periods used for “use or freeze 
by” dates. Significantly, the 28- and 3S-day limits for ground p^ucts and whole muscle cuts, 
which are supported by the shelf life studies, serve as guidelines, these values were never 
intended to apply to all products. Precept Foods is currently using shelf life limits that are more 
conservative than these targets, to allow for tolerance and temperature variations as well as age 
of the taw material. For example. Precept Foods currently uses a shelf life of approximately 24 
days for most wdiole muscle cuts. Any reputable company will take the same approach, as a 
brand carmot survive continual sales of products that spoilage before the expiration of the “use or 
freeze by” date. 

Numerous shelf life studies, which are summarized briefly below and attached to this submission, 
have been conducted as part of the ongoing shelf life verification program. 

• Barney Wilbom, Impact of Residual Oxygen on Meat Packaged in CO in Lidstock (Jan. 
29, 2004). This study found residua] oxygen in CO lid stock packages as high as O.S% 
does not appear to impact visual color, microbial growth or cooked color of ground beef 
or pork clxrps. Visual color scores were acceptable for all packages throughout the 27 
day shelf life evaluation, although some packages did possess off odors at the end of 27 
days. In addition, both the pork chops and the ground beef had microbial counts within 
acceptable levels throughout most of the study period. At the eixl of the 27 day study 
period, log 7 microbial counts were observed and, combined with the development of off 
odors, resuhed in a shortening of the prescribed shelf life. 104/ 

• Always Tender Barrier Lid stock Test I (MarVApril 2004), This project evaluated the 
effect of various injection treatments on sutjective odor scores of beef strips packaged in 
the CO MAP system, stored up to 41 days. 105 / 

• Always Tender Barrier Lid stock Test II (JuniJul. 2004). This project evaluated the 
effect of various injection treatments on subjective odor scores of beef strips packaged in 


103/ Scott Eilert, What I learned in Norway ... A Trip Report, July 1 6, 2002, Document 
400931-400938. 

104/ Document 401030-401097. 

105/ Document 401098-401 179. 
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the CO MAP system, stored up to 45 days. Microbial data was also collected, 
summarized and showed a psychrophilic count of less than lO’ after 45 days (38 days 
storage and 7 days display). 106/ 

• Always Tender Barrier Lid stock Test in (Ang./Sept. 2004). This project evaluated the 
effect of various injection treatments on subjective odor scores of teef strips packaged in 
the CO MAP system stored up to 47 days. In addition to odor, color, gas, microbial and 
chemistry data were collected. After 35 days (30 days storage, 5 days display) total plate 
count was less than log 5 and the psychrophilic count was less than log 6. Similar 
microbial counts were found after 47 days. The few samples examined for flavor 
evaluation, however, produced a livery flavor at 35 days. 107/ 

• Hormel CO Barrier Headspace Test PF 006.02 (Sept. 16, 2004). This study was an 
exploratory study conducted to evaluate two different tray depths (hence headspace) and 
compare their respective effect on the color of top round steaks that were cut to two 
different thicknesses. Psychrophilic bacteria counts also were collected, and the counts 
were acceptable Ocss than log 7) at 21 days but reflected some signs of spoilage (greater 
than log 7) at 40 days. 108/ 

• Hormel “Gas Mixture Shelf Life Testing” (OcL 19, 2004). This study was conducted to 
evaluate the effect of higher levels of COi in the CO MAP system. The study was 
terminated because the higher levels of CO 2 caused the lidd^ film to be drawn down 
onto the meat surface. Microbial analysis was performed, and the psychrophilic counts 
were found to be less than log 7 at 26 days. No formal study report was written because 
there was no practical value in increasing CO 2 levels in the barrier lidstock package. 109/ 

• Carolina Realini and April Archer, Raw Material Age Requirement of Beef Packaged in 
CO Lid stock (Oct. 2004). As an example of the numerous factors that can influence 
shelf life, this study examined the effect of raw material age on shelf life. This study 
found odor for strip steaks, chuck roasts, or inside round steaks can be acceptable through 
28 days of finished product shelf life when using 7 or 1 4 day old raw material but not 
when using 21 day old raw material. Microbial counts were found to be less than log 7 
for strip steaks, chuck roasts, and inside round steaks when using 7, 14, or 21 day old raw 
material to produce up to 28 day old finished product. 110 / 

• Hormel Foods Report; PF # 002.30 Enhance vs. Non-Enhance Strip Steaks in CO Lid 
stock (Nov. 9, 2004). This study examined the effect of enhancement on strip steak 
performance in CO lid stock packaging. Steaks were examined for color, odor, wetness, 


106/ Document 401 1 80-401288. 
107/ Document 401289-401 517. 
108/ Document 401518-401549. 
109/ Document 401550-401583. 
1 10/ Document 401584-401609. 
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and microbial counts after 14, 21, and 28 days. Enhanced steaks had lower microbial 
counts. Ill/ 

• April Archer, Raw Material Age Requirement of Pork Packaged in CO Lid stock (Jan. 
2005). This study examined the effect of raw material age on shelf life for pork. Study 
results show the odor scores and the microbial counts for various cuts of pork after 
certain periods of time by taw material age. Microbial results fin- pork butt steaks, 
boneless chops, and bone-in chops were less than log 7 for 7, 14, 21 , and 28 day old 
finished products when using 7, 14, or 21 day old taw material. Odor was acceptable for 
boneless and bone-in butt steaks for 28 day and 21 day finish ed products when using 7 
day old and 14 day old raw material, respectively. Using 21 day old taw material can 
result in acceptable odor through 14 days for boneless chops and bone-in butt steaks. For 
bone-in chops, 7 day old and 14 day old raw material will result in acceptable odor 
through 21 day and 14 day finished products, respectively. Odor was not acceptable for 
bone-in chops using 21 day raw material. 112/ 

• Hotmel: Modified Atmosphere Gas Comparison Effects on TBA Values for Beef Top 
Round Steak and Beef Top Sirloin Butt Steaks (March 15, 2005). This study, which was 
conducted for a marketing presentation, examined the oxidative rancidity for two cuts of 
beef packaged in hvo different MAP systems (low O 2 /CO v. high Oj) at 1 1, 14, 17, 25 
and 31 days. The study found that meat packaged in a low Oi/CO containing atmosphere 
has less oxidative rancidity over time than the high O 2 atmosphere. In addition to TBA 
scores, the study also collected microbial data. 113/ 

• Hotmel: Residual 02 Top Round Evaluation PF 006.002 (Mar. 21 , 2005). This study 
involved a rudimentary test designed to evaluate the effects of varying levels of residual 
oxygen in the barrier lidstock tray. The study evaluated only one top round, vriiich was at 
least 14 days old prior to being cut into steals. This study did show some correlation 
between the high psychrophilic counts and a sour odor. However, because of its very 
limited size, no formal study report was written. 1 14/ 

• Hotmel: Top Round and Top Butt Headspace Evaluation (Mar. 31,2005). This was 
another exploratory study conducted to investigate the effect of headspace on the color 
life of top round and top butt steaks. Product was evaluated after at 1, 5, 9, 19, 20 days 
for color. Microbial dma were collected after 20 days, and it was noted that the 
psychrophilic bacteria counts were less than log 6. No fomud study report was 
written. 115/ 

• Dave Ruzek, Headspace vs. Residual 02 in CO Barrier Lid stock Tray (May 12, 2005). 
This study examined whether there is a correlation between headspace and the level of 


111/ Document 401610-401612. 
112/ Document401613-401672. 
113/ Document 401673-401763. 
114/ Document 401764-401777. 
115/ Document401778-401825. 
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residual oxygen on the performance of various cuts of beef packaged in CO containing 
MAP. This study demonstrates that tl^ overall performance of products over time is 
dependent upon specific primals and individual muscles. Most samples were evaluated 
for color acceptability at 3, 14, 21 and 27 days. Some samples were also tested for pH 
and TBA value after 14 and 27 days. Results showed that, based on a small sampling 
size (three pieces per primal), headspace and levels of residual oxygen did have short 
term and long term effects on the performance (depending on the primal) of steaks cut 
fiom top rounds, top butts, chuck rolls or strip loins and packaged in CO barrier lidstock 
trays. 1 16/ 

• Hormel: CR Pork Chops/ Barrier Lid High Ox vs. CO (July 14, 2005). This study was 
conducted primarily to generate TBA values for a marketing presentation. It compared 
TBA values for products packaged in high Oj barrier lidstock to those packaged in low 
O 2 /CO barrier lidstock. The high O 2 packages produced significantly Ugher TBA values. 
The psychrophiUc counts were gener^ly less than log 6. 117/ 

• April Archer, #23895 Laura’s Lean Whole Muscle Shelf Life Verification (Feb. 17, 

2006). In this first study, microbial analysis was acceptable through the 21 day shelf life 
and 5 day display period (26 total days), but odor evaluations indicated that the product 
would be unacceptable before the end of the 21 day shelf life. Thus, subsequent studies 
were conducted to validate a 15 day shelf life and 5 day display period (21 total 
days). 118/ 

• David Ruzek, Always Tender Case Ready Pork Shelf-Life Studies (Feb. 28, 2006). The 
objective of this study was to determine if the shelf-life code date could be extended fiom 
24 to 28 days for assorted pork chops, boneless pork sirloin chops, and pork blade steaks 
packaged primarily in lidstock based on odor, color, TBA, and microbial counts. 

Although the code date could be increased for certain items, it became apparent that the 
amount of time the product spends in the display case has a major effect on its shelf life. 
Due to off odors and microbial counts excee^g log 7, it was concluded that most, if not 
all, case ready pork items should be rotated out of the ^splay case after 5-7 days to 
ensure acceptable quality and performance of the product 119/ 

• April Archer, #23895 Laura’s Lean Whole Muscle Shelf Life Verification II (April 2006). 
As evidence as to how different cuts of meat can perfonn differently, in this study strip 
steaks and stew meat remained acceptable through a 1 6 day shelf life and 5 day display 
period (21 total days), according to odor and microbial analysis. Eye of Round ste^ ^d 
not perform throu^ 21 total days; therefore, the study authors recommended both 
additional testing and a shorter shelf for this cut This validation study and the one 
preceding it demonstrate how shelf life is determined and adjusted according to spoilage 


116/ Document 401826-402087. 
117/ Document 402088-402136. 
118/ Document 402137-402173. 
119/ Document 402 1 74-402 1 82. 
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indicators even though a longer allowable shelf life was established in die GRAS 
notification. 120/ 

• Cargill Meat Solutions, #24092 New Laura’s Lean Offerings-Shelf Life (Sept, 2006). As 
part of the shelf life verification program, this study was conducted to valid^ the shelf 
life for top blade and cubed steaks. Top blade steaks performed acceptably tfarougb 21 
total days, but cubed beef did not. Product was stored for 14, 1 8, and 21 days and then 
displayed for 3 days. Cubed steaks had aerobic plate count of 7-log at 14 days storage 
phis 3 days display (17 total days). 121/ 

E. QaestionS: Legibility and Effectiveness of Date Labeling 

Question 5(a): Does precept use any special labeling to assure that consumers 
can read the “use or freeze by” dates on the packages? 

Federal regulations do not require the use of date codes on case ready meats. Precept Foods 
included date codes as a condition of use in its original GRAS submission. These ^te codes are 
featured prominently on the package in at least one location. The attached pictures show the 
prominence of the date code statement and its placonent on both the top and bottom of the meat 
package. 122/ 

Date codes are commonly used on many food products. In addition to meat packages, these 
codes routinely appear on perishable commodities such as milk, yogurt, cheese, and bagged 
vegetables. The studies discussed above establish consumers are aware of and comfortable with 
date codes such as the Precept Foods “use or freeze by” dates. The consumer of meat is no 
different than the consumer of these other commodities. Accordingly, there is no reason to 
believe that date codes on meat packages should be considered any (Terentiy than date codes on 
other food. 


Question 5(b): Has Precept gathered data regarding the prominence of the “use 
or freeze by " date labeling required to allow persons with compromised vision - 
particularly the elderly, who have a long history of relying on color as their 
primary indicator of meat quality, and who may have difficulty smelling the odors 
associated with spoiled meat - to be able to read the “use or freeze by " date on 
the package? If not, why not? 

As evident fsom the attached photographs, the date codes on the Precept Foods packages are 
clear and prominent - &r more prominent than the codes on many other food packages. The 
prominence makes it easier for anyone with compromised vision to read the date code. 


120/ Document 402183-402218. 

121/ Document 402219-402244. 

122/ Product Shots, Document 200033-200038. See also, “Hormel Case Ready Pork and Beef 
Meat Case to Cook Product Shots,” Document 500000-500014; "Pork Lidstock,” Document 
500015-500023; Beef Lidstock Line,” Document 500024-500034; “Pork Line,” Document 
500035-500047. 
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Individuals with compromised vision and smell will have difficulty reading the date codes on 
any perishable product and detecting spoilage due to odor. The issues presented by this subset of 
the population, therefore, are not unique to meat packaged in a CO MAP system. 

Question 5(c): If meat has been temperature abused during manufacture, 
distribution, at retail or in the possession of the consumer, the "use or freeze by" 
date becomes worthless as an indicator of meat quality and questionable with 
regard to food safety. Under temperature abuse conditions, neither the color of 
carbon monoxide-treated meal nor "use or freeze by” date labeling provide 
consumers with accurate information as to the product 's fitness for consumption. 

“Use or fieeze by” dates are important features of many perishable food packages, but are only 
one aspect of product quality. As with milk, yogurt, and bagged spinach packages, a “use-by” 
date is interpreted in light of other factors, such as signs of spoilage. A product that has been 
temperature abused has not been handled in accordance with the Food Code and with other 
regulatory requirements. As recognized by FDA in the 2005 Food Code, the fiesh meat case has 
a relatively good record of temperature control as compared to other areas. 123/ 

The same issues raised by the Committee with temperature abuse are presented by other 
perishable food products. Milk that has been temperature abused can qx)il before its “use-by” 
date and the consumer will have no indication the milk is spoiled at the point of purchase. The 
nature of the spoiled product will be evident, however, when the consumer opens the milk and 
can smell the off odors. The same holds true for meat that has been shipped in vacuum packaged 
bags, subjected to temperature abuse resulting in spoilage and then grouid into hamburger or cut 
into steaks. These products will exhibit the bright cherry red color and the consumer likely 
would not discover the product is spoiled until he or she takes the product home and opens the 
package. Simply stated, when temperature abuse occurs, the consumer fiequently will not 
realize the product is spoiled until the packaged is opened at home. The issues raised by the 
Committee, therefore, are not unique to meat packaged in a MAP system involving CO. 
Fortunately, we have one of the most sophisticated retail food systems in the world that will 
mmimize the likelihood for temperature abuse. And in the unlikely event temperature abuse 
takes place, there will be evidence of spoilage other than color alerting the consumer that the 
product should not be consumed. 

Moreover, the issues raised by the Committee are at odds with die consumer acceptance of case 
ready meats. The attached graph tracks consumer satisfaction ratings fiom case ready and primal 
cuts of fiesh pork and beef. 124/ The graidi shows that over 99.999% of consumers are satisfied 
with these products, as measured by the absence of consumer complaints. Case ready meats 
have out-performed primal cuts by generating fewer consumer complaints in every year of the 
analysis, which start^ in 2003. 


123/ FDA, 2005 Food Code 547 (Annex 6), (copy accessed Aug. 9, 2007 at 
http://www.cfsan.fda.gQv/~acrobat/fc05-a6.Ddf> . 

124/ Hormel Fresh Pork & Beef Consumer Satisfaction,” Document 500048. 
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Question 5(d): Has Precept taken any steps to inform the customer of these facts, 
through product labeling or other means? If not, why not? 

As discussed above, there is no reason for consumers to treat differently the date codes on the 
Precept Foods packages than the codes on odier food products. As such, there is no reason to 
believe that the “use or freeze by” dates on meat packages warrant special explanation. In fact, 
the Prec^ Foods “use or freeze by” dates are larger and more prominent than the date codes 
provided on the packages of many other perishable foods. 

The efficacy of the date codes on meat packages is further enhanced by FSIS consumer 
education guidance, which is made available on the FSIS website. 125/ This guidance addresses 
the importance of good handling practices and signs of spoilage, such as bad odor and a “sticky” 
feeling on the outside. In its guidance, FSIS says, “even if the date expires during home storage, 
a product should be safe, wholesome and of go^ quality — if handled properly and kept at 40*F 
or below.” FSIS goes on to emphasize, ‘Toods can develop an off odor, flavor or appearance 
due to spoilage bacteria. If a food has developed such characteristics, you should not use it for 
quality reasons. If foods are mishandled, however, food borne bacteria can grow and cause food 
borne illness - before or after the date on the package.” 

Precept Foods takes great efforts to educate its own customers about its products and their “use 
or freeze by” dates by providing them with training materials. For example. Precept Foods 
developed a DVD, which is discussed in 6(b), below, that educates the retail customer about the 
placement, prominence, and purpose of the “use or freeze by” date and explains that such dates 
should be used to answer customer questions about when to use the product. 

F. Question 6: Temperature Abuse Concerns 
1. Background 

The risk of temperature abuse, especially any alleged threat of deliberate mishandling in the 
distribution chain, is speculative and certainly of limited relevance to the intended or likely 
conditions of use for CO in fresh meat packaging. Indeed, similar allegations could be made 
with respect to other perishable foods (e.g., milk, eggs, processed and cured meats, fresh-cut 
fruits and vegetables, and even fresh meat and poultry packaged in high oxygen environments), 
any of vhich could theoretically be subject to temperature abuse sufficient to promote spoilage 
or the growth of pathogens (if any) without a noticeable change in product color. For most 
perishable foods, including fresh meat, consumers have a long history of relying upon open code 
dates along with odor and other signs that the product may not be suitable for consumption (e.g., 
slime). 

In the merchandising of any perishable commodity, great care needs to be employed to ensure 
proper storage aiui handling that will minimize the potential for spoilage. This discipline, 
commonly referred to as “cold chain management,” is practiced on all meat products today. The 
application of appropriate temperature controls is a frmdamental good manufacturing practice 


125/ FSIS Fact Sheet, supra note 77, Document 400000-400004. 
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(GMP) Tequirement for all perishable foods. The intended conditions of use on which a GRAS 
assessment is based necessarily assumes GMP compliance. Temperature abuse, therefore, is not 
part of the intended conditions of use of a GRAS substance. 

2, Responses to Question 6. 

Question 6(a): Since the color of carbon monoxide-treated meat is completely 
insensitive to temperature abuse, what contracted conditions or other additional 
controls has Precept put in place to insure adequate temperature control during 
manufacture, storage and distribution? 

Case ready packaged meats can be prepared in a central facility under continuous FSIS 
inspection and in compliance with applicable FSIS requirements. Among tlKse are requirements 
for Hazard Analysis Critical Control Point (HACCP) 126/ plans for taw meat products. Sanitary 
Standards Operating Procedures (SSOPs), and Good Manufacturing Practices (GMPs). These 
HACCP plans, SSOPs, and GMPs all emphasize die importance of temperature control. In 
addition, use of a central facility eliminates any handling of meat and poultry products after 
USDA applies its mark of inspection. The Food Code recognizes that post-pr^uction handling 
can present a risk of cross-contamination: 

Even if foods . . . receive adequate thermal processing, a particular 
concern is present at retail when employees open manufactured 
products and repackage them. This operation isesents the potential 
for post-processing contamination by pathogens. 127/ 

In addition to preventing cross-contamination, preparation in a central location also enhances 
food security by reducing the risk of product tampering. 

Temperature control is managed ftom receiving through shipment and delivery. 128/ Briefly, the 
product arrives at the establishment typically as a sub-primd of beef, pork, trim, or ground 
package. The sub-primal is processed into steaks, chops, roasts, ground beef, sausage and other 
products and then tray packaged and shipped. As described below, control points for 


126/ HACCP involves the systematic identification and management of risks associated with 
the manu&cture and distribution of meat and poultry by identifying potential hazards in the 
system, monitoring critical control points, and implementing corrective actions when necessary. 
The HACCP regulations are promulgated at 9 C.F.R. Part 417. 

127/ FDA, 2005 Food Code 547 (Annex 6) (copy accessed Aug. 9, 2007 at 
httD://www.cfsan.fda.gov/~acrobat/fc05-a6.pdfl . 

128/ “Product Category Description” and accompanying documents containing the HACCP 
and temperature control plans for the Precept Foods seasoned steaks manufactured at its Austin 
facility. Documents 600000-600017. 
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temperature occur throtighout the process with different temperatures tailored to meet different 
processes and products. 129/ 

• Receipt of raw materials: Temperature controls identify the maximum 
temperature that is acceptable when receiving raw material at the facility (e.g., 40 or 
41°F, depending on the product). Measurements typically are taken when the trailer 
arrives at the facility fiom the refrigeration unit settings of the trailer, temperature 
recorders on tte trtdler during transit, and product temperature at receiving. 
Temperatures in excess of the specified parameters will cause the load to be rejected 
and the product will not be processed. 

• Holding Cooler: The temperature ofthe holding coolers will be monitored to 
ensure they are maintained at an acceptable level. A typical temperature would be 
between 32-3 5“F. 

• Production Rrmm; Production room temperature is maintained at a specified 
temperature, such as less than 40°F. The temperature of product throu^out the 
prtreess (saws, injectors, portioning equipment) also can be monitored and maintained 
at a specified level. 

• Finished Product/Box Cooler: Finished product will be stored in a cooler that 
may have automated temperature recorders. Depending on the nature of the product 
that is processed, the specified temperature can vary with 32-36°F considered 
appropriate for some processes and 22-24°F for others. 

• Shipping/Trailer temperatures: Trailer temperatures will be specified with 28“F 
considered typical for many shipments. This temperature can be written on the Bill 
of Ladings and verified before the trailer leaves the plant. Temperature recorders are 
placed on each load to ensure ambient air temperature of shipment. 

In addition. Precept Foods has established receiving guidelines for customers receiving case 
ready meats. 130 / The guidelines instruct customers to record the surface temperature of product 
in each shipment by placing a calibrated, probe-style thermometer between the packages. If the 
surface temperature is between 28.0 to 40.0°F, the product is acceptable and no further action is 
necessary. When the surface temperature exceeds 40.1°F, the customer is instructed to obtain 
one internal temperature and 1 0 additional surface temperatures. If the internal temperature 
exceeds 40.0°F, a single sur&ce temperature exceeds 45.0°F, or the average surface temperature 
exceeds 40.0°F, the customer is instructed to contact Precept Foods for assistance in determining 
the disposition of the product. 


129/ “Temperature Control of Seasoned Steaks” and accompanying documents. Documents 
600018-600047; “Product Receiving Log” and accompanying documents, Documents 600048- 
600050. 

130/ “Precept Case Ready Meats Receiving Guidelines,” Document 60005 1 . 
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Precept Foods also uses temperature tracking devices in each shipment of case ready products. If 
the temperature of the tracking device is between 40,1-SO.O°F for less than six hours and the 
product surface temperature averages less than 40.0°F, the product is considered acceptable. If 
the temperature of the trailer exceeds S0.0°F or exceeded 40.0°F for more than 6 hours, the 
retailer is instructed to contact Precept Foods for assistance in determining the disposition of the 
product. 

The temperature controls used by Precept Foods in receiving, processing and shipping the 
product are designed to ensure the integrity of the cold-chain system and eliminate the potential 
for temperature abuse. 

Question 6(b): What steps has Precept taken to educate meat retailers about the 
different way this meat product will behave when temperature abused? 

Precept Foods has made extensive efforts to educate its retail customers about the importance of 
cold clmin management. Precept Foods conducts an extensive education and audit program 
before it will allow retailers to carry case ready meats in CO MAP systems. Precept Foods used 
the process described below, >^en qualifying the first retailer for use of the CO MAP 
system. 131/ 

Phase I - In the first phase of product roll-out. Precept Foods persotmel held meetings 
with the top four management people for each store in die letter’s distribution regions. 
These meetings included a detailed presentatiorL These store managers were also each 
given reference pocket cards containing information about the case ready system. 

Phase 11(a) - Before the case ready product was to be rolled out to each store. Precept 
Foods persotmel held a pre-meeting with the stores’ meat managers regarding the 
logistics of testing temperature controls and setting store displays. The information 
provided in these meetings generally followed the same format as the presentations 
conducted in Phase I, except Precept Foods conducted live demonstrations in the store 
rather than a Power Point presentation. Precept Foods also provided each store with a 
video of the demonstrations for future reference and for the training of new 
employees. 132/ 

Phase 11(b) - The first step in rolling out case ready product in each store was a cold 
chain audit. Precept Foods persoimel conducted cold chain audits and mspections of each 
store and distributian facility. These audits and inspections included a comprehensive 
inspection of distribution, storage, and display facilities to ensure the case r^y product 
would be maintained at proper temperatures throughout the distribution and retail 
systems. Until a store was able to pass the cold chain audit successfully, it did not 
receive case ready product. 


131/ The attached cold chain audit documents outline the detailed process used for qualifying 
the retailer. Documents 6000S2-600278. 

132/ “Blue Ribbon Beef Production Overview DVD,” Document 600279-600280. 
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Phase ni - Once a store demonstrated that proper temperature control would be provided 
to the product in its cold chain audit. Precept Foods personnel set each store. Store 
setting included emptying, cleaning and sanitizing store shelving, ensuring proper air 
flow and temperature, and setting up store displays and point-of-sale materials. At this 
time, Precept Foods persotmel also met with ^ &e employees in the store’s meat 
department to explain the case ready program and, again, to give the live product 
demonstration that had been given to the store’s meat department management in Phase 
11(a). Each employee was also given a pocket reference card that explains the case ready 
program. 

Phase IV — After each store was set with case ready product. Precept Foods personnel 
visited within a week. During these visits. Precept Foods personnel monitor^ 
temperature and other product display and storage conditions and answered questions 
from store employees. 

Ongoing - On an ongoing basis, the Precept Foods retail operations teams visit each store 
on a regular basis and continues to monitor and approve storage and display conditions 
and educate store employees. 

Precept Foods followed a similar approach when rolling out a new case ready product for this 
same retail customer. 133/ As part of this roll-out, the Precept Foods personnel again went 
through the entire Phase n and Phase IV steps, including conducting audits of the store’s storage 
and display cor^tions and interviewing each store’s meat matuiger concerning questions, 
concerns, education, criteria, and other issues of concern. 

In 2005, Precept Foods worked with another retailer to launch that store’s case ready product 
system. The launched paralleled that explained, above, except the roll-out was simultaneous 
throughout all stores. In addition, the retailer produced their own training materials, based on the 
Precept Foods information, and condticted mandatory training of all meat department employees 
and management. 134/ 

G. Question 7: Retail Practices 

Question 7(a): What is average loss to spoilage of ground meat, and other cuts 
that have been prepackaged in atmosphere containing carbon monoxide? Please 
provide the related documentation. 

Precept Foods does not track the loss that is due to spoilage of its products. Retail stores have 
historically purchased meat and have been responsible for managing their inventory. When the 
store-packaged meat turns an unacceptable color, the store can re-cut the meat exposing a “fresh 
surface” that will again bloom into a bright ted color, grind the whole muscle meat into 
hamburger, process the product and sell it as a prepared food in the deli, or destroy it. Any 


133/ “Roll-Out Schedule,” Document 600281-60028S. 

134/ “Receiving Food Products Safely” and accompanying documents. Document 600289- 
600357. 
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infoimation regarding the average loss due to spoilage would be considered confidential 
information by the retailer. 

The case ready meats do allow the retail store to maintEun better control over their meat 
inventory. The savings due to better inventory management are not unique to the use of CO 
containing MAP systems but to the nature of case ready meats. Case re^y meats have a 
validated shelf life providing the retailer with a high degree of assurance that the product will be 
of an acceptable quality and color. Product that is packaged in the store may be prone to color 
changes well before the product has “spoiled” and is unacceptable for consumption. The case 
ready meats also allow the retailer and the processor to track more efficiently how quickly a 
particular product is selling at the store. Through increased tracking, the retailer can better 
manage inventory and can minimize tiie likelihood of stocking meat that will not be sold before 
its “use or fieeze by” date. Confidential information fiom a retailer and shared with Cargill Meat 
Solutions demonstrates case ready meats have helped at least one retailer better manage its meat 
inventory and decrease loss. 135/ The retailer tracked loss due to “shrink,” which is a measure 
of whether a product has to be marked down or removed fi'om the retail meat display. These 
products, which may be perfectly wholesome and suitable for consumption, are marked down or 
removed due to tiieir color. 

The ability to better manage meat inventory, consumer convenience, and other factors have led 
to the continued growtii of the case ready meat market. According to the 2006 National Meat 
Case Study published by Jerry Kelly of Cryovac Food Packaging Division, case ready meats 
now represent 60% of the total self serve meat case packages, which represents an 1 1% growth 
siiKe 2002. 136/ The study notes case ready meats experienced a greater in stock position than 
store wrapped products with over 71% of case ready meats available throughout the day while 
compared to only 5 1 % for store wrapped products. These findings provide further evidence that 
it is easier for retailers to manage meat inventory with case ready meats. 

We are aware of reports in the literature that the CO MAP systems arc saving the meat industry 
over $1 billion dollars per year. We believe this number is based on a 1 995 publication that 
evaluated the use of vitamin E supplementation of beef cattle for the purpose of improving the 
color of beef 137 / These authors report that the siqtplementation of beef cattle with vitamin E 
could extend the display life of fiesh, ground and frozen beef because the increased levels of 
vitamin E in the meat blocked the oxidation of myoglobin to metmyoglobin. The authors 
designed the study to evaluate a scientific, rather than ecoimmic, effect of the technology. The 


135 / Cargill Meat Solutiotu PowerPoint Presentation, “Current Business Environment, What 
is your ability to manage....” (showing a decrease in average ^nk for 93% grind, ground round, 
and grourul chuck since switching to case ready meats of about 4, 5, and 9%, respectively). 
Document 700034-700046. 

136/ Kelly, Jerry, “National Meat Case Study,” Published in the Proceedings of the American 
Meat Science Association 59*' Reciprocal Meat Conference, University of Illinois at Urbana- 
Champaign (June 18-21,2006). Document 700000-700005. 

137 / Liu, Q., Lanari, M.C., Schaefer, D.M., “A Review of Dietary Vi tamin E Supplementation 
for Improvement of Beef Quality,” J. Animal Sci 73:3131-3140 (1995), Document 700006- 
700015. 
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authors, nonetheless, estimated the technology would save retailers $792 million per year. The 
authors arrived at this munber by identifying the total beef market as $22 billion and 
“extrapolating that retailers could improve their receipts by 3.6%.” The authors do not identify 
the basis for the 3.6% exhalation and we are unaware of any data indicating that retailers lose 
3.6% of beef each year due to shelf life. 

Question 7(b): How does this loss compare to meat that is not treated with 
carbon monoxide? Please provide the related documentation. 

We are aware of reports that the category of case ready meats allows the retailer to better manage 
inventory and will translate into less loss due to “shrink” as discussed, above. The information, 
however, does not compare the CO MAP systems with other MAP systems such as vacuum 
packaging or hi^ oxygen MAP systems. 

Question 7(c): When such losses occur at the retail level, does the retailer absorb 
the loss or does Precept reimburse the retail stores for spoiled meat? 

The retailer generally is responsible for managing the meat inventory and will absorb the loss for 
meat that is not sold before the expiration of its “use or fieeze by" date. 

Question 7(d): Do the same commercial terms apply to carbon monoxide-treated 
meat and meat that has not been so treated? 

The terms under which a retailer and a manufacturer do business are governed by contract and 
are unique and confidential between the customer and the manufacturer. The terms under ^^ch 
CO-treated and untreated meat are sold, however, are identical and are governed by the same 
terms and conditions. A standard Precept Foods invoice, reflecting these standard terms and 
conditions is provided. 138/ 

Question 7(e): Does Precept have any systems in place that are capable ef 
documenting customer complaints relating to carbon monoxide-treated meat? If 
so, please describe these systems. 

Precept Foods has a system for receiving and tracking consumer complaints that is able to track 
complaints on specific paoducts. The system is used for all products and is not limited to those 
packaged in CO MAP systems. 

Consiuner complaints are received through the 800 number, e-mail or regular mail. An 800 
munber qjpears on each of the Precept Food packages making it easy for consumers to ccuitact 
the company. All contacts are entered into the Consumer Response System and the following 
minimum information is collected; reason, product, and initial co mm ent. 139/ We are attaching 
a print out of the computer screen showing the field codes that are used to collect information on 
consumer complaints. Category codes also have been established to help track the nature of the 


138/ Standard Invoice, Doctunent 70001 6-70001 8. 

139/ “Consumer Complaint Display Screens,” Document 700019-700026. 
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complaints. 140/ Examples of the general category codes include consumer inquiries about the 
formula, labeling, recycling, the appearance, flavor, foreign objects, ingredients, packaging, 
compliments, and many others. These general categories are tten further broken into more 
specific subcategories. By way of example, the general category of “Off condition” is broken 
into subcategories such as bad color, freezer burned, off odor, rancid condition, slimy and 
spoiled. The detailed nature of die system allows for the collection and coding of consumer 
complaints for the various products marketed by Precept Foods. 

H. Conclusion 

The information contained in this letter and the extensive documents attached to this submission 
establish there are sufficient data to support the GRAS status of CO MAP systems and the 
suitability of these systems for in use in packaged meat The data in this submission detail the 
extensive testing that has gone into the development and continued monitoring of the shelf life of 
these ixoducts. These studies form the foundation for the “use or fireeze by” dates appearing 
prominently on the label. The numerous consumer studies referenced in this submission 
establish consumers rely heavily on “use of fiee% by” dates when making purchasing decisions. 

We understand the Committee also has expressed concern with potential issues that could be 
developed Mien product in the CO MAP system is subject to abusive temperatures. The 
information in this submission establishes the numerous controls that are in place to ensure the 
product is manu&ctured, held, transported, received and displayed at proper refiigerated 
temperatures. The integrity of the system is further maintained by the detailed training and cold 
chain audits that take place before a retailer is allowed to receive the case ready products. The 
comprehensive nature of the program minimizes die possibility that product will be subject to 
temperature abuse. In those rare instances Mien temperature abuse does occur and the product 
spoils before the expiration of its “use or freeze by” date, there will be evidence of spoilage 
through off odors, bul^g packages, and/or the formation of slime. The consumer, therefore, 
will have the same tools that ate available to detect spoiled perishable products such as milk, 
yogurt, or vacuum packaged meats. 

We trust the Committee MU concur Mth our assessment that the data and information submitted 
to FDA and FSIS and developed since the agencies completed their review of the GRAS 
notification support the GRAS status of CO and the suitable use of the CO MAP system in meat. 

We would like to discuss briefly the documents that we included in this response. For purposes 
of our response, we focused primarily on those responsive documents that ate in the files of foe 
joint venture, Precept Foods. In instances when foe questions could not be answered by the 
documents solely in the files of Precept Foods, Hormel and Cargill have supplemented the 
response Mth documents foiling outside of foe joint venture. The documents attached to this 
request ate representative of foe documents that are responsive to each of the seven sets of 
questions raised by this Committee. Many of foe attached documents contain proprietary 
Winess information and ate marked “coiifidentiai.” We ask that this Committee respect foe 
proprietary nature of these documents and take the necessary precautions to protect their 


140/ “Consumer Complaint Category Codes,” Document 700027-700033. 
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confidentiality. Finally, we were unable to provide the documents in a searchable electronic 
format. We received hard copies of many of these documents and they could not be converted 
easily into an electronic form that is readily searchable. 

If you have any questions or comments, please contact us. 

Martin J. Hahn 
Counsel to Precept Foods 

MJH^gw 

Attachments 

Volume 1, Documents 10(X)00-100S67 
Volume 2, Documents 100S68-1 00829 
Volume 3, Documents 100833-101218 
Volume 4, Documents 200000-300001 
Volume 5, Documents 400000-400412 
Volume 6, Documents 400413-400938 
Volume 7, Documents 400939-401517 
Volume 8, Documents 401518-402087 
Volume 9, Documents 402088-402244 
Volume 10, Documents 500000-600357 
Volume 11, Documents 700000-700045 
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mea^acking companies used to siq)poit the extended “use or freeze by” dates indicated on these 
treat^ meat pack^es in their Generally Recognized As Safe (GRAS) petitions to FDA. 

(a) Has Safeway commissioned or perfoimed any ih-house studies residing the temperature 
of its storage and retail displays that house fresh meat — and fish, if ^licabla — ^that have 
been treated with carbon monoxide? 

(b) Does Safeway measure the temperature in its fresh meat di^lay cases? If so, please 
describe the protocols for measuring the temperature, including where in the display case 
the temperature is measured, e.g., top, bottom, front, or rear of case. Please also provide 
the range of variation in temperature for each measurement period from January 1 , 2004, 
firrward for the ten largest and ten smallest Safeway stores (measured by value of meat 
sales, if available). If Safeway does not measure the temperature of its fresh meat display 
cases, how does Safeway msure that the meat on display is not spoiled? 

(c) Has Safeway received any citations from regulators for inadequate temperature control in 
meat since January 1, 2004? If so, please provide all documents relating to such citations. 

(d) Please describe the due diligence that Safeway performs on the suppliers of such fresh 
meat products regarding temperature controls in the processing and transport of these 
products. 

2. Consumer Purchasing Behavior 

Please provide information and all documents Safeway has generated or examined 
relating to the following studies or focus groups regarding: 

(a) Criteria for consumer selection of fresh meat products; 

(b) Consmner acceptance of meat whose color is preserved by carbon monoxide; 

(c) Consumer ability to smell or otherwise detect spoiling meat; and 

(d) The ability and actual experience of consumers reading “use or freeze by” dates on 
packages. 

3. Labeling/Store Signs 

(a) If applicable, please provide any special labeling or store signs that Safeway employs to 
inform consume that the meat has been treated with carbon monoxide, including any 
labeling or signs advising consumers that the color of treated meat should not be used to 
judge freshness. 
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(b) Please describe how Safeway assures that consumers, particularly those of declining 
eyesight, can read the ‘^ise or fieeze by” dates on packages of carbon monoxide-treated 
meat, and provide copies of any special labeling Safeway uses to assure readability of 
those dates. 

4. Shelf Life 

(a) Upon receipt by Safeway and placement in the retail display case, what is the average 
shelf life remaining for carbon monoxide-treated meat, that is, days before the labeled 
‘hise or fieeze by” date? Please provide all related documentation. 

(b) On average, how long is fiesh meat that has not been treated with carbon monoxide held 
in the retail display case? 

(c) Please describe and provide all documents relating to any protocols Safeway employs to 
ensure that meat that is past its labeled “use or freeze by” date is pulled fiom the display 
case and no longer offered for sale, including steps the company takes to ensure that these 
protocols are followed. Please provide any disciplinary records regarding store managers 
that have violated these protocols (names of individuals but not store locations maybe 
redacted). 

(d) What does Safeway do with carbon monoxide-treated meat that remains unsold past the 
labeled “use or fieeze by” date? 

(e) How does Safeway determine the shelf life of meat not treated with carbon monoxide? 

5. Losses Due to Spoilage 

(a) What is average loss to spoilage of 1) ground meat, and 2) other cuts that have been 
prepackaged in atmosphoes containing carbon monoxide? 

(b) How does this loss compare to meat that is not treated with carbon monoxide? 

(c) When such losses occur, does Safeway absorb the loss or does the meat packer reimburse 
the stores for spoiled meat? 

(d) Do the same commercial terms apply to carbon monoxide-packed meat as meat that has 
not been so treated? 

6. Consumer Complaints 

Does Safeway have any systems in place that are capable of documenting consumer 
complaints relating to carbon monoxide-treated meat? If so, please describe such systems and 
provide any documents relating to such consumer complaints. 
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Finally, to the extent not otherwise requested, please provide all records relating to 
Safeway’s decision to sell &esh meat products treated with carbon monoxide. Please provide the 
requ^t^ records and other re^nses to die Committee ofSces in Room 316 of the Foid House 
Office Building no later than the close of business three weeks fiom the date of this lett^. The 
words “records” and “relating to" are defined in an attachment to this letter. If this request is 
inteipreted to require production of documents that would constitute an unreasonable burden on 
die company, it may be modified upon agreement with Committee staff. If you have any 
questions regarding this request, please contact us or have your staff contact David Nelson, 
Kevin Barstow, or John Arlington of the Committee staff at (202) 226-2424. 



Sincerely, 



Bl 
Chairman 

Subcommittee on Oversight and Investigations 


Attachment 


cc; The Honorable Joe Barton, Ranking Monber 

Committee on Energy and Commerce 

The Honorable Ed Whitfield, Ranking Member 
Subcommittee on Oversight and Investigations 
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ATTACHMENT 

1 . The teim “records” is to be construed in the broadest sense and shall mean any written or 
gt^hic material, however produced or reproduced, of any kind or description, consisting 
of the original and any non-identical copy (whether different fiom the original because of 
notes made on or attached to such copy or otherwise) and drafts and both sides thereof, 
whether printed or recorded electronically or magnetically or stored in any type of data 
bank, including, but not limited to, the following: correspondence, memoranda, records, 
summaries of personal conversations or interviews, minutes or records of meetings or 
confraetu^es, opinions or r^orts of consultants, projections, statistical statements, drafts, 
contracts, ^reements, purdiase orders, invoices, confirmations, telegrtqrhs, telexes, 
agendas, books, notes, pamphlets, periodicals, reports, studies, evaluations, opinions, 
logs, diaries, desk calendars, appointment books, t^e recordings, video recor^gs, e- 
mails, voice mails, computer tapes, or oftier computer stored matter, magnetic tapes, 
microfilm, microfiche, punch cards, aU other records kept by electronic, photogr^hic, or 
mechanical means, charts, photographs, notebooks, drawings, plans, inter-office 
communications, intra-office and intra-departmental communications, transcripts, checks 
and canceled checks, bank statements, ledgers, books, records or statements of accounts, 
and papas and things similar to any of the foregoing, however denominated. 

2. The terms “relating,” or “relate” as to any given subject means anything that constitutes, 
contains, embodies, identifies, deals with, or is in any matmer whatsoever pertinent to 
that subject, including but not limited to records concerning the preparation of ofiier 
records. 
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Andrew C. von Escbenbach. M.D. 
Acting Commissioner 
Food and Drug Administratiem 
5600 Fisher Lane, Room ISSS 
Rockville, Mar^and 20857 


Dear Dr. von Eschenbach: 


We understand that a soles of related decisions by die Center for Food Safi^ and 
Applied Nutrition (CFSAN) apparently permits the use of caibon monoidde to alter the color of 
meat and fish to make those substances ^pear edible beyond the time when they may decompose 
sufficiently to be contaminated by one or more dangerous toxins. 

A review of Food and Drug Administration (FDA) responses to GRAS (generally 
recognized as safe) notices by interested companies mdicates that the FDA has apparently 
decided that (1) it can ignore its own regulations, (2) that it can issue potentially dangerous 
detemnioations without pubUc hearings or ai^ form of notice and comment procedure, and (3) 
diat it will accede to the requests of meat and fish packers and packaging manufktuieis seeking 
to extend the shelf life ^peal of meat and fish regardless of a potential impact on die public 
healdi. 


Our review of the very limited public documrats and other materials (obtained by 
interested parties under the Freedom of Information Act (FOIA) and provided to us) raises 
serious questions that require your prompt attention: 

1. What is the reason to believe that this artificial coloration of meat and fi^ will not 
fool consumers to their detriment? The data attached to GRN 000083 ("Factiv** 
notification) and GRN 000143 (“Freest Foods** notification) reveal no arguments, 
much less definitive science, to suggest that consumers will not be fooled by artificial 
coloring of meat products. In foct, that is the stated purjuDse of their petitions. The 
FDA re^nse to GRN 000167 (Tystm notification) suggests that CFSAN reviewed 
no data in diat case that would show that consumers can distingui^ meat colored to 
look but of poteitially dangerous age fiom meat that is in &ct fresh. 
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2. The Freest Foods notice argues that end dating will be sufficient notice to consumers 
of meat in danger of spoiling. None of the documents obtmned undw FOIA 
associated with that notice, however, purport to have measured the extent to which 
consumer are guided by end dating when purchasing meat, a commodity that has 
typically been purchased based on r^pearance. Nor is there ar^ indication in the FDA 
response to any of the notices of an FDA requirement regarding the type, size, color, 
or placemsil of “use or fieeze b/’ information on the package. Does the FDA 
possess and did it consider scientific studies on how consumers distinguish good meat 
fiom that which is going bad? Ifnot, whynot? Does the FDA have requirements that 
specify how prominent critical safety infonnation such as the end date must be 
displayed on packaged meat and fish? If not, why not? 

3. Your CFS AN scioitists apparmtly think there is no danger to the public health in 
pennitting the packagers to disguise the degradation of meat and fish. What is the 
basis for diat belief? Please provide all relevant documentation iittluding all internal 
notes or other memorandum where the issue of disguising the appearance of meat and 
fi^ was considered. 

4. A plain reading of 21 CFR 173.3S0(c) appears to categorically prolubit die use of 
carbon monoxide on “fiesh meat products.” Is fills prohibition no longer cqierative? 
Please explain whether the FDA now disagrees wiffi its own regulation and, if so, why 
it has not addressed the matter fiuou^ notice and comment rulemaking. 

3. Given that file European Union has banned the use of csibon monoxide on meat and 
fish products, why does the FDA maintain that such use is “generally recognized as 
safe"? 

6. In a Citizen’s petition filed Novembo' 1 5, 2005, Kalsec argues that neither FDA nor 
the Food Safefy and huspecticai Service (FSIS) has ever before approved a color 
additive for meat precisely because it promotes deception by m^ing meat appear 
fiesher flian it is, thus violating Section 721 (bX6) of the Act and 21 CFR 379e (b)C6). 
What is the basis for CFSAN’s disregard of both fiie statutory and regulatory 
prohibition of disguising meat by artificial coloration with carbon monoxide? 

7. Please provide all documents including notes and manoranda relating to all contacts 
with FSIS personnel regarding GRN000143. 

8. The use of carbon monoxide on fish is discussed in CRN OOOOIS. Carbon monoxide 
is used as an ingredient in “tasteless smoke” which has alleged preservative properties 
for treating tuna before fieezing and thus is not purely employed for its ability to 
disguise degradation. But the potoitial for such disguised spoilage in a food that is 
often eaten raw is of concern. What steps has the FDA taken to assure that fish seilen 
have not relied on its GRAS notice responses to treat packaged fish with carbon 
monoxide to make it appear to be fiesher than it is? 
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9. Should the FDA require that the presence and purpose of caihon monoxide be 
prominently labeled so consumers can be aware of what diey are buying? 

FDA is first and foremost charged by Congress with protecting the public health and the 
safety of the food supply. But foe FDA’s d^sions to not object to GRAS notices r^iaiding foe 
use of carbon monoxide on meat or fish products ignore those mandates. Given foe lack of 
discernible consumer benefit and foe obvious increase in risk to consumers of meat and fish feom 
these decidons. we request that you withdraw foe FDA re^nse to GRAS notices C31N 0001 67, 
GRN 000143, and GRN 000083. And if foe FDA believes that it can demonstrate a fevotable 
risk/benefit ratio on the question of foe ^rplication of carbon monoxide to color fiesh meat 
and/or fish, then foe FDA should go to notice and comment rulemaking to acquire foe aufoority 
to permit such usage. 

Thank you for your attention to this public health matter and to our ccmcems. With 
regard to questions and related document requests made in this letter, we would rqrpreciate your 
responses no later than foe close of business, Thursday, Fdrruaiy 23, 2006. If you have any 
questions regarding fois request, please have your staff contact David Nelson, Minority 
Ihvestigator/Economist with foe Committee on Energy and Commerce, at (202) 226-3400. 



Sincerely, 


JOHND.DINGEIi 
RANKING MEMBER 



BART STUPAK 
RANKING MEMBER 
SUBCOMMITTEE ON OVERSIGHT 
AND INVESTtGATTONS 


CC: The Honorable Joe Barton, Chairman 
Committee on Energy and Commerce 

The Honorable Ed Whitfield, Chaitman 
Subcommittee on Oversight and Investigations 

Dr. Richard Raymond, Under Secretary for Food Safety 
Department of Agriculture 
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At the Februaiy 27th press conference, I>. Tarantino plainly stated: “1 think one of die 
issues is that color probably is not a maj or or particularly good indicator of spoiled meat.” That 
is certainly the case after FDA’s deciuon. But what most every American consumer knows and 
Eh. Tarantino knew or ^uld have known is that color has been the principal basis for consumer 
determinations of the quality and safety of meat. Not only is diis fact recognized by multiple 
marketing studies by &e meat industry itself, it is clearly the only reason that the industry sought 
the GRAS detenninadon. Nowhere is it alleged that placing meat in a sealed atmosphere 
containing CO has any purpose other than to assure that the meat appears fiesh regardless of its 
age. 


This could have significant consequences. The industry presentations to FDA and fire 
U.S. Department of Agriculture Food Safety and Inspection Service (FSIS) were made on an at 
parte basis behind closed doors. It appears from FDA and FSIS statements that the industry 
presented evidence that toxins would not attach to meat kept at 38-42 degrees F during an 
interval of 28 to 42 days depending on the cut What Dr. Tarantino should have known, 
however, (at least by Ae time of the news conference because it is referenced in potions before 
the FDA) is that meat is not stored at a constant 38-42 degrees. Most people undostand this 
fiom common experience. One study stated; “Temperature abuse is common throughout the 
distribution and retail markets, with tenqiaature in 21% of household refrigerators often higher 
than 10 degrees (C) (50 degrees F). Recent data suggested that 33% of retail refrigerated foods 
were held in display cases above 7 degrees C (45 degrees F) and 5% were held above 13 degrees 
C (55 degrees F). Tempaatures were even higha in southern market regions. Serious microbial 
stability problems exist because of the frequency of temperature abuse.” 

Furfiier, whatever incentive existed to assure adequate refrigeration of meat because of 
the fear of economic loss associated with ‘‘browning” was diminished by the FDA deddon. 

Now that the consequences of poor handling of meat will not be obvious, such mishandling can 
be expected to increase. 

Who mi^t be hurt? The population least able to protect itself against this FDA-a^roved 
deception is the most vulnerable to foe potential illnesses from bad frxid. The Centos for 
Disease Qmtrol and Prevention has identified the elderly (aloiig with infants and foe 
immunocon^romised) as at the highest risk for illness and death from fi>odbome illness. It is 
precisely this groiq) that is mostly likely to be losing a meaningful sense of smell, and is least 
able to read the often obscure labeling. 

Eh. Tarantino advises that smell is a better indicator than color of spoilage in meat But 
the National Geographic Survey (NGS), in a seminal work involving 1 .2 million subjects, found 
that chemical exposure, pregnancy, and head injury as well as colds and fhi can cause permanent 
loss of smell but overwhelmingly such loss occurs as we age. As one article by prominent 
nutritianists noted after reviewing foe NGS findings, "foe decline in sensitivity fo foe odor with 
age is large enough to render foe odor useless as a warning for about half of foe elderly 
population.” 
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Also, because some deterioradon of eyesi^t is viitoally universal after age 40, it is 
precisely those Amraicans fttat are least able to rely on a sense of smell tttat are also likely to be 
victimized by the lack of metmingftil labeling standards. Both Dr. Tarantino and Ms. Susan Bro 
dismissed press conference questions recoding inadequate labeling by noting that it is the 
Dqtaitmenl of Agriculture’s responsibility to assure that meat is ptopraly labeled. Apparently, 
they believe ttie legibility of die labeling was not thor problem evrai thou^ FDA’s decision 
made prominent “use by’ labeling the consumer’s only defense agmnst unsafe meat. 

This is no idle concern. A trip to any supermarket reveals that die labeling on meat 
products often sg^ears to be deliberatdy iliegible. Certain of the pre-packaged products use 
low-resolution inkjet printing on the film packaging itself to “inform” die consumer of the end 
date. Sttdi printing is not visible to someone widi 20/20 vision unless the light bits it at a certain 
angle. Other packages print the “use by in 8-poinl type or less combined with other information 
that is not relevant to product safety such as weight. 

Gtvrai these facts, we urge you to order FDA to rescind its acceptance of the use of 
carbon monoxide to color meat and fish until a full and public process can be undertaken and, if 
CO is ultimately allowed, until labeling is strengthened and clmified. If you refuse, you should at 
least order an aggressive public campaign to tell consumers they can no longer trust what thw 
eyes are telling them about the suitability and safety of packaged meat and fish. 

Because the misleading use of carbon monoxide continues, we ask that you examine 
these matters and respond to us by Wednesday, j^ril 1 2, 2006. If you have any questions 
regarding these requests please contact one of us, or have your staff contact David Nelson of the 
Committee Democratic staff at (202) 226-3400. 



cc: The Honoiable Joe Barbm, Chairman 

Committee on Energy and Commerce 

The Honorable Nathan Deal, Cbaitman 
Subcommittee on Healtii 


The Honorable Mike Johanns, Secretaiy 
Dqjartment of Agriculture 
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SAFEWASTi 

sms SIONEnlDSE MALL BOAQ 
PLEASANTON, CA 64588-3229 


INC. 


July 16,2007 


The Honorable John D. Dingell, Chaiiman 
Committee on Energy and Commerce 
2125 Rayburn Office Building 
Washington, D.C. 20515-6115 

The Honorable Bart Stupak, Chairman 
Subcommittee on Investigations and Oversight 
2125 Rayburn Office Building 
Washington, D.C. 20515-6115 

Dear Chairmen Dingell and Stupak: 

I am writing in response to your June 26, 2007 correspondence inquiring about the sale of 
pre-packaged meat packaged in an atmosiphere containing carbon monoxide (CO). Your 
letter also expressed your concern with the Food and Drug Administration’s (FDA’s) 
review and “generally recognized as safe” (GRAS) designation of this process. 

Our customers and their safety are Safeway ’s highest priority. We pride ourselves on 
offering our customers the highest in food quality and wholesomeness and the best in 
product availability and selection Likewise, we iriaintain high food safety standards - in 
many areas exceeding regulatory and industry standards; We also work with reputable 
and high quality suppliers and require that they meet all legal regulatory requirements, as 
well as our own. 

Only a limited selection of fresh meat products in our stores are supplied to us utilizing 
carbon monoxide modified atmospheric packaging (CO MAP). Indeed, the vast 
majority of our ftesh meats are not packaged under such conditions. Safeway neither 
engages in CO MAP processing of meats, nor does it set code dates for said product. 

Our fairly recent decision to try a limited selection of CO MAP items, was based in large 
part on our commitment to food safety. The FDA-approved CO MAP process afforded 
our customers meat packaging under strict food processing standards and limited 
additional handling at critical points of contact. 

Both Safeway and its customers rely on the expertise of our federal food safety agencies. 
We also place a high value on our customers’ trust. Because the Committee has 
expressed concerns - and in so doing may have raised concerns with customers who 
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do not have the benefit of the background on this process and may be confused - we have 
elected to discontinue the sale of &esh meat products packaged under CO modified 
atmospheric packaging conditions. 

Safeway has notified its CO MAP fresh meat suppliers of its decision. Likewise, we 
have ceased ordering and receiving CO MAP fresh meats into our distribution system. 

We no longer carry these types of products in our distribution inventory and are in the 
process of phasing out any existing inventory in our retail stores. Specifically, with the 
exception of two lamb and veal cuts, CO MAP ftesh meat products will no longer be sold 
in or stores as of July 1 7, 2007. The limited Iamb and veal cuts packaged in a CO 
modified atmospheric process vnll no longer be available in our stores as of July 27. 

We hope that this information addresses any concerns you may have as they relate to 
Safeway. 



Michael McGinnis 
Senior Vice President 
Meat & Seafood 


cc: Steve A. Burd 

Robert A Gordon 
Kevin Herglotz 
Valerie D. Lewis 
Shannon Campagna 
Nick Maduros 
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Mr. Richard L. Bond 

President and Chief Executive OfBcer 

Tyson Foods, Inc. 

2210 West Oaklawn Drive 
Springdale. AR 72762-6999 

Dear Bond: 

Under Rules X and XI of the Rules of the United Statra House of Representatives, the 
Committee on Energy and Commerce and the Subcommittee on Oversight and Investigations are 

investigating die adequacy of die efforts of the Food and Drug Administration ^DA) and the 

U.S. Department of Agriculture's Food Safety and Inspection Service (FSIS) to protect 

Americans from contaminated or otherwise unsafe food. It is our imderstanding that Tyson 

Foods. Inc. (Tyson) markets fresh meat that is packaged in an atmosphere containing c^on 

monoxide designed to alter the color of the meat indefinitely. 

Beyond any consumer deception that may be involved, the Committee has concerns about 
the public health consequences of packaging and the ex parte decisions by FDA and FSIS 
that made such packaging lawful. We have questions regarding the conditions under which these 

ruling have come about, as well as bow Tyson chooses to maricet pr^ackaged fresh meats that 

appear to have been decq}tively colored. Accordingly, we request responses to die following 

inquiries and make the following record requests: 

1. SdeiUifie Evidence: We are interested in the scope and quality ofdie studies Tyson 
submitted to FDA and FSIS to support its Generally Recognized As Safe (GRAS) 
notification (CRN 000167) for die use of carbon monoxide in fiesb meat packages, in 
which carbon monoxide remains in contact widi the meat until the package is opened by 
the consumer. 


a. Please identify all studies, reports, and scientific data submitted to FDA and FSIS 
relating to GRN 000167, including, but not limited to. any studies relating to the 


£<-9 



Mr. Richard L. Bond 
Page 2 


536 


b. ability of carbon monoxide in the Tyson packaging system to mask spoilage of 
meat and any research addressing consumer perceptions and handling of the 
carbon monoxide-treated meat 

c. Does Tyson consider any of the studies or rqxnts it submitted to FDA and FSIS to 
meet standards for publication in a rqrutable, peer-reviewed scientific journal? 

d. Does Tyson intend to publish these reports? If not, why not? 

e. We were told that the food industry practice is that firms submitting a GRAS 
notification to FDA generally convene an ind^endent GRAS panel and submit 
the panel’s report as part of their GRAS notificatiotu Apparently, Pactiv 
Corporation cmvened a GRAS panel to support its GRAS notification for the use 
of carbon monoxide in its fiesh meat packa^g system. Did Tyson convene an 
ind^endent GRAS panel? Ifnot, whynot? 

Please provide the following: 

f. Names and curricula vitae of any exprats Tyson consulted, and copies of any 
reports they supplied. 

g. Copies of all reports submitted by Tyson to FDA or FSIS related to GRN 000167. 


2. Consumer ReUauce an Meat Color as an Indicator of Freshness and Safety. It is 
apparently well documented in published scientific and industry literature that consumers 
rely heavily upon meat color in selecting fiesh meat for purchase and consumption. By 
reacting with the meat to create a ted color tiiat simulates the look of fiesh meat — 
regardless of the age of the meat or whether it has been temp«nture abused — carbon 
monoxide can mask signs of nticrobial spoilage, aging, and deterioration. We are 
interested in any special labeling or educational means that Tyson employs to inform the 
consumer that tiie meat has been treated with carbon monoxide to make it qrpearted 
indefinitely, and that its color should not be used to judge fiesbness or safety because the 
packaged meat can appear to be edible well beyond the point of microbial spoilage. 

Has Tyson conducted studies that demonstrate consumers are able to recognize meat tiiat 
is age4 spoile4 or tempoature abused in the foce of contradictory visual cues that they 
have historically relied upon? Please provide any studies or other documents Tyson has 
prepared or relied upon relating to the ability of consumers to detect spoilage where meat 
appears red and fiesh looking. 
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3. Oder and Package Bulging as Purported Indicators of Spoilage: Does Tyson allege 
that consumers can adequately detect spoilage in red, fiesh-lookmg carbon monoxide- 
treated meat by aroma or by the presence of a bulging package? 

a. Please explain how the consumer can detect off-odors in hermetically sealed 
packages at the point of purchase — the point at which consumer decqition occurs. 

b. Has Tyson done any studies on what percentage of the population may have 
difSculty detecting die spoilage odors associated with carbon monoxide-packaged 
meat? 

c. Did Tyson discuss with FDA the special risks facing anosmic individuals, 
especially the elderly, who also are a high risk for food-borne illness? If not, why 
not? 

d. Does Tyson have data describing the percentage of packages that would bulge as a 
result of over-filling during mamificture, changes in elevation during transport, 
changes in weather, or any other factors that would tend to make sealed packages 
bulge? Ifnot, whynot? 

Please provide all documents relating to your response to the questions listed above. 

4. Labded Shdf Life: We understand that Tyson proposed, and FDA and FSIS accepted, 
“use or fieeze bj^ dates on packages of carbon monoxide-treated meat of up to 28 days 
fiom packaging for ground beef and up to 35 days for whole muscle cuts. We are 
informed that the Opinion of the European Commission’s Scientific Committee on Food 
(EC Opinion) on the use of carbon monoxide as a component of packaging gases in 
modified atmosphere packaging for fiesh meat, adopted 13 December 2001, determined 
that the shelflifeofthe treated meat was 11 days for ground beef and 14 days for beef 
loin steaks (at 4° C or 39.2° F). The EC Opinion also states that raising the temperature 
to 8° C (46.4° F) reduced the shelf life of carbon monoxide-treated ground beef by about 
one half . According to publi^ed scioitific reports, 21 percent of the household 
refiigerators in the U.S. operate at temperatures of aroimd 50° F and temperature abuse in 
odier parts of the chill chain are well-documented. 

a Please provide the data upon which Tyson proposed the 28- arxl 35-day shelf lives 
noted above. 
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b. Were these periods of ^elf life est^lished under ideal laboratory conditions or 
under conditions reflecting the actual conditions of distribution, storage, and retail 
and consumer handling the treated meat was likely to encounter? If these periods 
were established based upon ideal laboratory conditions, please explain why 
actual conditions were not considered when Tyson submitted its GRAS 
notification to FDA. 

c. Was Tyson aware of the EC Opinion prior to the submission of GRN 000167? If 
so, was this opinion provided to FDA as part of the GRAS notification, consistent 
with FDA’s requirement that GRAS notifications must include a “comprehensive 
discussion of any reports of investigations or other information that may ^ear to 
be inconsistent with the GRAS determination?” If not, why not? 

d. How does Tyson reconcile the substantial difference between the shelf lives of 1 1 
and 14 days (for ground beef and beef loin steaks, respectively) reported in the EC 
C^inion and the 28- and 3S-day shelf lives proposed by Tyson? Was this 
difference discussed with FDA? If not, why not? 

5. Legibility and Effeettvaiess of Date Labdbtg: 

a. Does Tyson use any special labeling to assure that consumers can read the “use or 
fieeze by” dates on the packages? 

b. Has Tyson gathered data regarding the promineiu% of the “use or fieeze by” date 
labeling required to allow persons with compromised vision — particularly the 
elderly, who have a long history of relying on color as their primary indicator of 
meat quality and who may have difficulty smelling the odors associated with 
spoiled meat — to be able to read the “use or fieeze by” date on the package? If 
not, why not? 

If meat has been tenqrerature abused during manufacture, distribution, at retail, or in 
the possession of the consumer, the “use or fieeze by” date becomes worthless as an 
indicator of meat quality and questionable in regard to food saf^. Under 
temperature abuse conditions, neither the color of carbon monoxide-treated meat nor 
“use or freeze by” date labeling provide consumers with accurate information as to 
the product’s fitness for consumption. 

Has Tyson taken any steps to inform the customer of these facts, throu^ product 
labeling or other means? Ifnot,whynot? 
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Please provide any data or other infonnation Tyson has generated or relied upon 

relating to the effectiveness of “use ot fieeze by” date labeling to positively affect 

consumer purchasing practices. 

6. Tempemure Abuse Concents: The discoloration ofmeat packaged in air or in high 
oxygen modified atmospheres that occurs as a result of ten^erature abuse is an enormous 
financial incentive driving meat production and transportation activities to maintain 
rigorous and prefer control of temp«ature. If the temperature is not controlled, the meat 
turns brown and becomes un-sale^le. 

a. Since the color of carbon monoxide-treated meat is completely insensitive to 
temperature abuse, what contracted conditions or other additional controls has 
Tyson put in place to insure adequate temperature control during manu&cture, 
storage, and distribution? 

b. What steps has Tyson taken to educate meat retailers about the different way this 
meat product will behave when tempraature abused? 

Please provide all documents relating the responses to questions listed above. 

7. Retail Practices: 

a. What is average loss to spoilage of 1) ground meat, and 2) other cuts that have 
been prepackaged in atmospheres containing carbon monoxide? Please provide 
the related documentation. 

b. How does this loss compare to meat that is not treated with carbon monoxide? 
Please provide the related documentation. 

c. When such losses occur at the retail level, does the retailer absorb fire loss or does 
Tyson reimburse the retail stores for spoiled meat? 

d. Do the same commercial terms apply to carbon monoxide-treated meat and meat 
that has not been so treated? 

e. Does Tyson have any systems in place that are enable of documenting customer 
complaints relating to carbon monoxide-treated meat? If so, please describe these 
systems. 

The Committee hereby requests all records relating to Tyson’s decision to market fiesh 
meat products treated with carbon monoxide. This request includes, but is not limited to, all 
studies that Tyson has commissioned or performed in-house regarding the use of carbon 
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monoxide in the packaging of fiesh meat, the due diligence that Tyson performs on such fresh 
meat products regarding tempnatuie controls in the processing and tran^rt of these products, 
any studies or focus groups regarding the criteria for consumer selection of fresh meat products, 
consumer acceptance of meat whose color is preserved by carbon monoxide, consumer ability to 
smell or otherwise detect spoiling meat, and the ability and actual experience of consumers 
reading “use or freeze by” dates on packages. 

Please provide Tyson’s responses and the requested records to the Committee offrces in 
room 3 16 of the Ford House OfSce Building no later than 30 days from the date of this letter. 
Please provide all records requested in an electronic sortable format. The words “records” and 
“relatii^ to” are defined in an attachment to this letter. If this request is interpreted to require 
production of documents that would constitute an unreasonable burden, it may be modified upon 
agreement with committee staff. 

If you have any questions regarding diis request, please contact us or have your staff 
contact David Nelson, Kevin Barstow, or John Arlhigton of the Committee staff at (202) 226- 
2424. 


Sincerely, 



John D. Dingell 
Chairman 


B&t Stupak r 


Chairman 


Subcommittee on Oversight and 
Investigations 


Attachment 


cc; The Honorable Joe Barton, Ranking Member 
Committee on Energy and Cotmnerce 

The Honorable Ed Whitfield, Ranking Member 
Subcommittee on Oversight and huvestigations 
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ATTACHMENT 

1. The term ‘Vecords” is to be construed in the broadest sense and shall mean any written or 
graphic material, however produced or reproduced, of any kind or description, consisting 
of the original and any non-identical copy (whether different fiom the original because of 
notes ma^ on or attached to such copy or otherwise) and drafts and both sides thereof, 
whether printed or recorded electronically or magnetically or stored in any type of data 
bank, including, but not limited to, the following: correspondence, memoranda, records, 
summaries of posonal conversations or intoviews, minutes or records of meetings or 
conferences, opinions or reports of consultants, projections, statistical statements, drafts, 
contracts, agreements, purchase orders, invoices, confirmations, tdegrqrhs, telexes, 
agendas, books, notes, pamphlets, periodicals, reports, studies, evaluations, opinions, 
logs, diaries, de^ calendars, appointment books, t^e recording video recordings, e- 
mails, voice mails, computer tapes, or other con^uter stored matter, magnetic t^es, 
microfilm, microfiche, punch cards, all other records kept by electronic, photographic, or 
mechanical means, charts, photographs, rxrtdxmks, drawings, plans, inter-office 
communications, intra-office and intra-departmental communications, transcripts, checks 
and canceled checks, bank statemoits, ledgers, books, records or statements of accounts, 
and pq>ers and things similar to any of the foregoing, however denominated. 

2. The terms “relating,” or “relate” as to any given subject means anything that constitutes, 
contains, embodies, identifies, deals with, or is in any mann er vriratsoever pertinent to 
that subject, including but not limited to records concerning the preparation of other 
records. 
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August 9, 2007 


Honorable John D. Dingell 
Chairman 

House Energy and Commerce Committee 
2125 Rayburn House Office Building 
Washington, D.C. 20515 

Honorable Bart Stupak 
Chairman 

House Energy and Commerce 
Subcommittee on Oversight and Investigations 
2352 Rayburn House OflSce Building 
Washington, D.C. 20515 

Re: Tyson Foods. Inc . 

Dear Chairmen Dingell and Stupak: 

I am writing in response to your letter of June 26, 2007, to Tyson Foods, Inc. 
(“Tyson”) relating to the review by the House Energy and Commerce Co mmit tee and the 
Subcommittee on Oversight and Investigations (“Committee”) into the adequacy of 
efforts of the Food and Drug Administration (“FDA”) and the U.S. Department of 
Agriculture's Food Safety and Inspection Service (“FSIS”) to protect Americans from 
contaminated or otherwise unsafe foods. 

The quality and safety of our &esh meat products is a high priority for Tyson. We 
combine this commitment of excellence toward food quality and safety with state-of-the- 
art facilities, programs, and processes. This “gold standard” approach enables us to 
protect consumer health as we remain a leader in the production of meat and meat protein 
based products. 

Tyson’s commitment to a “gold standard” means that we implement programs 
and processes to ensure the quality and safety of our fresh meat products. We have in 
place a best-in-class Hazard Analysis and Critical Control Point (“HACCP”) program. 
We also have cutting-edge cold chain management programs from slaughter to packaging 
that include critical control points to ensure that products are safe and wholesome. For 
example, we carefully monitor and manage temperatures and the packaging, storage, and 
distribution of our products. We take great pride in these programs, as they represent our 


Tyson Foods, Inc. ^10 West Oak]a>vn Drive Springdale, AR 72762-6999 
Phone: 800-643-3410 www.tysonfoodsinc.coin 
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complete dedicatioii to food safety and quality assurance. Complementing our efforts for 
safety are die USDA inspection personnel who carefully monitor our facilities to make 
sure that our programs are sufScient and properly inqtlemented. 

As you know, Tyson representatives have been working with Committee staff to 
mote fully understand and address the Committee's concerns regarding the utilization of 
carbon monoxide (*^^0”) in fiesh meat packages. Alflrough, the use of CO is spproved 
by FDA and USDA, Tyson has decided to discontinue the use of the barrier tray CO 
process approved by FDA in CRN 000143. 

We estimate that it will take tqiproximately five weeks to phase out the utilization 
of the barrier tray CO process. As part of this process, customer notification and new 
packaging should be fimdized by August 24, 2007. Thus, we anticipate that by 
September 7, 2007, Tyson will no longer manufiicture products in a CO barrier tray. 

Tyson shares the Committee's desire to provide the American consumer with safe 
and vtholesome food. As part of that co mmit ment, Tyson will continue to work with the 
USDA, FDA, and the Committee to provide the hipest quality beef chicken, and pork 
products to the American consumer. 

Thank you for your consideration. 



cc: w/encl. Joe Barton, Ranking Minority Member 

Committee on Energy and Commerce 

w/o end. Hon. Ed Whitfield, Ranking Member 

Subcommittee on Oversight and Investigations 


Tyson Foods, Inc. 2210 West OJJawn Drive Springdale, AR 72762.^999 
Phone: 800.643-3410 www.tysonfoodsmc.com 
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COMMENTARY 

Food Fights 

By JAMES M. RICE 

,4iffHsr IS. 2007 

More and more people are worried about the safety of food coming 
from China, but what exactly does "safety" mean, anyway? If s no 
simple question, given that safety standards frequently vary from 
country to country, and for many reasons. Compounding the problem, 

"safety standards” aren't always about safety. Standards can become a 
back door to protectionism. T^e phenomenon even has a name: 
technical trade barriers. 

Eveiyone plays this game. The European Union enforces safety regulations that lack support in 
international science; its standards on hormones prevent the import of U.S. beef, and rules on 
naturally occurring aflatoxin mold blocks all imports of com and nut products from Africa. China 
enforces a zero-tolerance rule on salmonella and the feed-additive ractopamine in meat and animal- 
feed imports, although the U.S. and EU allow trace amounts, without any accompanying health 
problems. The U.S. blocked importation of Chinese Ya pears for two years (in 2005 and 2006) based 
on an alleged fungus that no scientist outside the U.S. Department of Agriculture could ever identify. 

It doesn't need to be that way. Despite some safety or sanitary problems with Chinese exports, ifs far 
better to settle these issues throu^ technical discussions on standards rather than through political 
sparring. Ideally, the end result will be that both countries have the same technical standard for 
quality and food safety, which will mean products of the same high quality could be sold to 
consumers in both countries. 

The ahemative is a climate in which no one can be sure whether import bans are related to genuine 
safety concerns or politics. My own company, Tyson Foods, and others recently saw some of our 
processing plants banned from importing into China due to the presence of traces of salmonella that 
wouldn't survive proper cooking, and would have been acceptable at most other borders. The move 
followed what was effectively a U.S. ban on imports of several seafood types that may have resulted 
either from political pressure or concern over trace amount of antibiotics. 

More than one year ago, there were some encouraging signs on this topic. The Joint Commission on 
Commerce and Trade agreed to discuss technical trade barriers. The JCCT is a fr>nim for high-level 
dialogue on bilateral trade issues between the U.S. and Chitui, and it's co-chaired by the U.S. 
Secretary of Commerce and China's Minister of Commerce. In their 2006 meeting, both countries 
agreed to start developing mutually accepted standards to avert disputes over safety regulations. The 
U.S. Department of Agriculture and China's Administration of Qu^ity Supervision, Inspection and 
Quarantine (AQSIQ) even signed a memorandum of understanding on this principle. 

Then, silence. A dialogue on the issue never materialized. Until, that is, today. Even as the U.S. Food 
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and Drug Administration has effectively banned certain types of Chinese seafood and the Chinese 
have blocked certain meat imports fiom the U.S^ the two sides ate finally sitting down together to 
start discussing standards. Real negotiations about technical food safety and sanitary standards are 
happening this month in both Beijing and Washington, between the FDA, USDA and AQSIQ. Last 
week, China's State Food and Drug Administration agreed with the U.S. FDA to increase technical 
exchanges through seminars and training programs, a process that will certainly increase the terhnical 
and scientific skills of Chinese regulators. 

As these talks progress, China and the U.S. could turn to world health authorities, who stand a better 
chance of operating above the fray of national politics. The World Organization for Animal Health 
(OIE) and the Codex Alimentarius, which literdly means the food code, of the Food and Agriculture 
Organization of the United Nations, provide a base from which to start. Both organizations have 
standards and guidelines that a member country can adopt, protecting the health of consumers and 
fair trade practices in our industry. 

There is certainly a role for national safety regulators, who can sometimes act more nimbly than a 
global institution to protect consumers fiom newly discovered safety threats. To name one example 
from the pharmaceuticals sphere, U.S. regulators never approved th^idomide fin widespread use 
de^ite its acceptance elsewhere. But distinguishing between prudence and protectionism requires 
constant vigilance. 

Tyson Foods, Inc. and our industry peers have long sought a set of equal standards for trade of our 
products between China and the U.S. Only the recent food safety issues inside China and the U.S. 
have brought both governments back into a discussion. Agreements on scientific quality standards for 
food will fecilitate the trade of food products between producers and consumers, and have the added 
advantage of bringing universally accepted food standards, and safe food, to all individual 
consumers, everywhere. 

Mr. Rice is Vice President and China country manager for T)>son Foods, Inc. 
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SPECIAL REPORT - THE CHINA PRICE 

"The China Price" 

They are the three scariest wonts In U.S. industry. Cut your price at least 30% or lose your customers. Nearly 
every manufacturer Is vulnerable - from furniture to networktnp gear. The resutt; A massive shift in economic 
power Is under way 

From the rich walnut paneling arwj can/ed arches to the molded Italian Ranaissanca pattema on the ceHing, the circa 1 925 council chamber 
roan of Akron's munidpa! hall evokes a time when the America's rmrufacturlng heartend was at the peek of its power. But when the U.S.- 
China Economic S SecurHy Review Commission, e congressloneliy appointed panel, convened thwe on Sept 23, It was not to discuss 
power but decine. One after another, economists, union officials, and small manufisclurws took toe microphone to describe toe devestation 
Chinese competitors are inflicting on U.S. industries, from kitchenware and car tires to electronic drcuit boarcto. 

These aren't stories of mundane sunset industriea equipped wKh antiquated technology. Davtd W. Johnson, CEO of 92-year-old 
SunvnitviHe Tiles Inc. tn SummitviHe, Ohio, descrtoed how imports forced him to shut a atato-oMhe-art 3120 million tilemaking plant four 
foolbail fields long, swtding Summitville into Chapter 11 bartkruptqr protection. Now, a tenfold surge In high-quality Chinese knpods at 
"below our manufocturir^ costs" threatens to poksh SummHvIlie off. Makers of precision machine tooto and piasfic molds - essenba! 
sui^orts of America’s industhai architecture - told how their busineis has shrunk as home-appllence makers have shifted rrtanutecturing 
from Ohio to China. Oraplte buying the best computer-corttrolied gear, Douglas S. Bartlett reported that at his Cary (19 )'h8sed Bartlett 
Mmufacturirrg Co., a maker of high-end ctreuH boards for awospaca and automotive customers, sales we half the iate-1990s level arto toe 
workforce is one-third smelfer. He waved a board Bartlett makes tor a U.S. Navy submarine-detection devica. Hfs buyer says he can get 
the same bowd oversees for 40% less. "From experience I can only assume tofs is the Chinese price," Bartlett said. "We have focad 
competition in the past. What is dramatically different about China Is that they are about half the price.' 

Where the Jobe Went 

"The China price.' They are toe three scariest words tn U.S. irxlualiy. In general, it means 30% to 50% less than 
what you can possibly make sonething for in the U.S. In the worst cases, it means below your cost of materials. 
Mterers of apparel, foatware, electric appliances, and plastics products, which have been shutting U.S. tactoriM fw 
decades, know well the fotBity of trying to match the China price, it has been a big factor in toe loss of 2.7 miBon 
menufacturlng jobs since 2000. Meanwhile. AfTtehca's deficit with China kaepe soaring to new records. It Is thely to 
pass $150 bllilon this year. 

Now, manufocturers and workers who never toought they had to worry about the Chtoa price are confronting toe new 
mato of the mainland. ThcM companies had once held their <Mrn against Intoo^ mostly because their businesses required advanced 
skills, heavy Investment, and proximity to cusftxners. Many of these companies are in toe small-to-midslu sector, which makes up 37% of 
U.S. manufoctirir^. The China prioe is even being felt in high tech. Chinese exports of advanced networking gear, still at a low level, are 
already affocting prices. And there's tatic by sane that China could eventually become a car exporter. 

Multinationals have accelerated the mainland's industrisltzation by shifting production there, and midsize companies that can are following 
suit The attometlve is to stay at home and fight - and probably lose. Ohio State University business professor Oded Shankar, author of the 
new book The Chinese Century, hears many war etortes from local companies. He gives it to them straight "If you atill make anything l^r 
intensive, get out now rattier than bleed to death. Shaving 5% here and there won’t work." Chinese producers can make the same 
adjustments. "You need an errtlraiy new business model to compete * 

Arrarica has survived toiport waves before, from Japan, South Korea, and Mexico. And It has Nwf with China tor two decades. But 
something very different is happening. The assurrtptton has long been toat the U.S. and other industrialized nations will keep toeding in 
knowledge-totensfve industries while developing nations focus on tower-skill sectors. Thai's now open to debate. ‘What Is stunning abmit 
China is that for toe first time we have a huge, poor country that can compete both wHh very tow wages and in high te^,” says Harvard 
University economist Richard B. Freeman. "Combine the two, and America has a problem." 

How much of a problem? That's in fierce dispute. On one side, toe benefits of the relationship wKh Chtoa are enormous. Atter years of 
struggling to crack toe mainland market. U.S. murunationats from General Motors (fiH } to Procter & Gamble (PG > and Motorola fMOT ) 
are finally reaping rich (xofits. They're making cell phones, shampoo, autos, and PCa in China and seDing than to its middle dess of some 
100 million people, a group that should more than double in size by 2010. "Our commerctel sucoeas in Chirta is importerTt to our 
competitiveness worldwide," says Motorola China Chairmen C^ne Delaney. 
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By outsourcing ecmponents and hardware from China, U.S. cmipanies hawe sharply boosted their return on capitaL Chirta's trade barhars 
continue to cttrte dowm. part of its agreement to enter the World Trade Organtzatim In 2001. naw op^wtunKtes will emerge for U.S. 

Insurers, banks, ar>d reWIws. China's surging demand for raw mandats and commodHtes has driven priCM 14) worldwide, creating a 
wMfafl for U.S. steelmakers, mirws, and lumber companies. The cMap cost of Chinase goods has kept inflation low in ^ U.S. and 
fueled a consumer boom that helped America weather a recession and k^t global growth on track. 

But there's a huge cost to the China relationship, too. Foremost is the questton of Ameritt's huge trade deficit, of which China is the largest 
and fastMt-growing part While U.S. consumers binge on Chinese-made goods, the U.S. baiance-of-payments defidt is nearing a record 
6% of gross domestic product Tte trade shortfall ~ coupled with the U.S. budget defldt - is driving the dcrilar ever downward, raising fears 
that cracks will appear in the global financial sydem. Artd by keeping Hs currency pegged to the greenback at a level anatysts see as 
undervalued, China amplifies the problem. 

America's Eroding Base 

The defidt with China wiB keep widening under most profectioiw. That raises the Issue: Win America's indimtrial base erode to a dangerous 
tevBl? So for the hardest-htt Industries have been those that were destined to m^ate to low-cost nations anyway. But China la ramping up 
rapidly In more advanced industries where America remains cornpatitlve. adding state-of-tfre-ert capacity In cars, spedafty steel, 
petrodiemicais, and microchips. These plants are aimed at meeting irvatiabfe demand in China. But the danger fe that if China's growth 
stalls, the resdhng glut wi turn into another export wave and disrupt v^e new str^ of Amarfoan industry. “As producers In CNna and up 
with significant unused capadty, they will try to be much more crestlve in how they deploy It,” says Jim Hemetflng, a senior vice-president 
at Boston Consulting Groin’s Shan^al office. 

That’s why Chtoa Is an even thornier trade Issue for the U.S. than Japan was ki the 19B0s. Itfe dear some Chinwe exporters dieat, from 
intellectual-property theft and dumping to securing unfair subsidies. Washington can gat much more a^^resstva in fighting violations of 
trade law. But broader protedionism is a nonstarter. On a practical feval the U.S. is now so dependent on Chinese suppliers that 
resurrecftng trade bam'oa would just raise costs artd diminish the real benefits that China trade confers. Also, unlike J^n 20 years ago. 
Chtoa Is a much more ^ren economy. It continues to lower tariffs artd even mns a slight trade deficit wth the whole world - which makes 
the U.S.'s deficit with China all the more glaring. Hfeing the value of the yuan 30% might help. But thafs uniHrely. Forone thb^, Bering 
fears what such a shift would do to jobs - and the value of Its $515 billion fe foreign reserves. The real solution is for the U.S. to reduce its 
twin deficits on its own - but thafs more America's Issue than Chirta's. 

MeanwhHe, U.S. companies are no longer investing in much new capacity at home, and the ranks of U.S. engineers are thirming. In 
contrast, China is emergtog as the moat competitive mMufacturIng platform ever. Chief among its formidable assets is Its cheap labor, 
horn $120-a-month production workers to $2,000-a-month chip des^r«rs. Evan in sophisbceted etectronics Industiles, vdiere direct labor Is 
less than 10% of costs. China's low wages are reflected in the entire supply chain - eontoonanis, office workers, cargo hartoBng - you 
name It. 

China is afeo propetled by an enormoua domestic market tfwt brings economies of scale, feverish local rivalry that keeps ^xtces low, an 
army of engineers tfiat is growing by 350,000 annually, young workers and managsni wIBing to put in 12-hour days and vrerk weekends, an 
unparalfeled component end material base In electronics and light irfoust^, and an entrepreneurial zeal to do whatever It takes to please 
big retailers such as Wal-Mart Stores fWMT }, Twget ITQT ), Best Buy (BBY ), and J.C. Penney fJCP ). ”11)6 reason pradicaily all home 
furrrishings are now made In China fectories is that they simply are better suppliers,” says Jartet E. Fox, vice-president for intemaUonal 
procurement at J.C. Penny Co. "American manufeciurers aren't even In the same game.” 

Fox's point is important China's compstMva advantage are bu9t on much more toan unfair trade practioes. Some 70% of exports now 
come from private companies md foreign ventures mairriy owned Taiwanese, Hong Kong. Japanese, and U.S. companies that have 
brought access to tarMgn markets, advartced technology, and marwgerfel knowhow. Aside from cheap fend and tax breaks In some arsM, 
private Wnese manufecturers get minimal government help. The CNnese government cannot afford to ^r financial support to the 
ei^rt economy,” says business professor Gu Kejlan of Peopfe's Univsrsfty in Beijing. And as c^rita! floods in and modem ptsnts are buRt 
In China, efficiencies Improve dremaficalty. The productivity of private Industry In Chtna has grown an astounding 17% annuafly tor five 
years, according to the U.S. Conference Board. 

China needs U.S. imports, though not as much as imagined when Beijirtg agreed to join the WTO. U.S. exports to China have risen 25% to 
35% annually in the past two years. But China's exporto still outstrip its knportsfrwn theU.S. by 5 to 1. The U.S. sells ebout $2.4 blHon 
worth of aircraft a year, ar>d Its semicorfouctor exports tripled in three years. Othenvisa the U.S. looks tike a develt^jtng nation, (t runs 
surpluses in commoditfes such as oil seeds, grains, ircm, wood pulp, and raw animal hides. 

Meanwhile, the Chinese keep expanding their export baee. Chinese competition arrivee so fest that tfs nearly impossible to adjust through 
the usual atrategiea, such ae automating or squeezing suitoliers. The Japanese. South Koreans, and Europeans often took 'four or five 
years to develop their piece in the market," says Robert B. Cassidy, a former U.S. Trade Representative offldai who helped rtogotiate 
China's entry into the WTO arfo now works for Washington lew firm Coiller Shannon Scott which wages dumping cases on behalf of U.S. 
clients. "China overwhelms a market so i^idcly you don't sae It coming.” 

"Shock and Awe” 

Gewgetown Steel Co. is a case to point The Georgetown (S.C.) maker (tf wire rods used to everything from bridge cables to baB bearings 
had battled Asian and Mesrican Imports for years. But fest year It shut its 600-worker plartf, dting a tenfold leap to Chinase Imports, to 
252.000 tons, from 2001 to 2003. international Steel Group Inc. Iiso ) ftas since boi^t the fecility after U.S. anti-dumping duties on 
itT^>orts end a rise to global demand helped hike domestic prices. The Gardiner (fitoss.) plant of Seaman Paper Co., a maker of crept and 
dearrative paper, is highly automated. Yet Chinese inerts have grabbed a third of tiw market it sails 61-foot streamers to big retailers for 
as little as 0 cants each. Thafs below Seaman's cost of materub. "Ws thought we could offeet Chmese labor cost by automating, but we 
just coufdnl,” says Seaman Present George Jones ill. 
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In bedroom furNture, 59 U.S. plants employing 15.500 wortcers have dosed since January, 2001, as Chinese Imports have rocketed 221%. 
to|1.4U(Uon<-halfoftl»U.S. market Prices have plurtged 30%. CX^nping certa^ly seems to be orw foctor At Ks Galax (Va.) tactwy. 
Vaughan-Bassett Furniture Ca displays a Chinese knockoff of one of Its Messers that wholesales for |1 05 - below tto world market cost 
for the wrad. But the main competition comes from Chinese meg^lants that sell diredly to U.S. retailers and can get a new (tosign into 
mess pniducUon to two months. The new Chinese toctortos of supplters such as Lacquer Craft Fumihae, Markor, and Shtog Mark, s<mta of 
thm Ta'Nvanese<Mrned, employ ffiousands and are so big ffiey seem meant to build Boeing 747a, making mMt U.S. %ctories toc^ like 
cottage industries. The first wave Is shock and awe." says John D. BsssattHLCEO of Vaughan-Etesaett whose sales and w or kfor ce have 
shrunk even though it has boosted producttvcty fivefold at its dOO^vorker Galax plant sinra 1995 by investing in computer-C(»fitD8ed wood 
drying, cutting, and carving gear. "American industry has never encountered [such] competition." 

As component Industries and design work ftilow assemcdy lines to China, key elements of the U.S. industrial base are begtoning to erode. 
American plastic^oldk^ and machtoe-tool induatnn have shrunk dramattoally in the past five yrars. Incoe Corp. to Troy, Mich., a 
maker of steel components for plastic-injection machines. 'Whan toe economy turned sofi. we antidpated the business would come b^," 
says Incoe CFO Robert Hoff. "But it didn't We saw our customer bass either dose or migrate to China." The U.S. printed-circult-board 
toduetry has seen sales go fmn $1 1 bllHoi to under $6 bittion sin» 2001 . In that ttne. PCB exports from China have more than doubled, to 
a presetted $3.4 bilRon this year, says market iBsearcher Gtobai Sources Ltd. rGSQL i Most U.S. production of key eledronics materials, 
such as coppw-dad laminatas, has flad, too. The whoto Industry Is hollowing out," says Joseph C. Fshsenfold, CEO of Midwest Printed 
Circuit Services Inc. in Round Lake Beach, ill. 

The motion of eleefronics to China began when the Taiwanese shifted plants and supi^iers across Ihe Taiwan Streti in the late 1990s. As 
rraentty as fbur years ago, ffiough. the U.S. exported $45 bilHon in computer hardware. Since the lech crash, that number has sHd to $26 
tnllion as the todustry headed en masse for China, which it even more competitive than Taiwan. "All electronics hardware manufacturing is 
going to CMna," says Mktoaal E. Marks, CEO of Flextronics Corp (EU£X a contrM manufadurw trat employs 41 ,000 in China. 
Rextrorucs and other ctxnpanies are hiring Chinese engineers to design the products assembled tiiere. There is a myth that tha U.S. 
would remain the knowle^ economy and China the sweatshop, ” says BCG'a Hemerling. "increasing, (his is r» tor^ the case." 

A wit to Rextronin' campus in the Pearl River DeKa town of Doumen vividly illustratos Marks's potnL The site employs 16,000 workers 
msdetog ceB phones, X-box game conaoles, PCa, and other hardware to 13 factoiies aprawM over 149 acres. The bamboo scaffolding is 
about to come down on an additional 720,000-square-foot factory nearing completion. Almoat every chonical, componenL plastic, machine 
tool, and pecking material Flextronics needs is available from thousands of suppliers wKhto a two-hour drfvs of the site. That aforw makes 
most components 20% cheaper in Chtoa than in the U.S., says campus General Manager Tim DtowMdie. Plus, China wBI soon elintoate 
rematoir^ tartffo on imported chips. In the past five years, etecfronlc rr^anufacturing-services companies such as Reidionlcs have cut their 
U.S. production frOTi ^7 billion to $27 bilGon white doubling toe^ China oulpuL to $31 billion. That's nkaly to double again by 2007. 

"Gravftatlonai Puir* 

China is even making its presence felt in the U.S. market for networking gear, a bastion of American comparative advantej^. On Nov. 15, 
struggitog 3Com Corp. fCOMS ) in Marfooroi^h, Mass., launched a date-communications awltdting system Ibr corporate networks of 
10,000 users or more, it claims teice the performance of Ciaeo Systems Inc's fCaco ) comparable switch. At $163,000, scorn's list price 
is 25% less. Its secret? 3Com is settling for lower margins and teking advantage of a 1,200-er9in8erjoint venture with China tetecom giant 
Huawei Technologlea Co. This is the first high-end piece of networking gesr sold by a U.S. company that it design^] and manufoctured in 
China. For the price of one U.S. er^toeer, toe joint venture can torow four engineers into ttw task of making customized products for a 
client Even If 3Com does not succeed, similar tie-ups are expected, which (xmU drive down prlcss of hlglyend gear sold in the U.8. Says 
3Com President Bruce Claflin: "Vito want to change (he pricing structure of this industry." 3Com hopes this is toe start of a whole Bne of 
networking geardeugned and made in Chins for the giobai markat Without referring to China, Cisco CEO John T. Chambers says "we ste 
starting to see a stream of good, very price-competitive comp^itors. particular from Asia." 

The next step for China is critical mass in core industries. Outeide Befir^, Semiconductor Manufacturing Intamatlonsl Corp. fSMi ) has jist 
opened a chip plant fabrlcatir^ 1Z-lrKh silicon wafers that sxperte say is jwt two generations behtod Intel Corp- flWTC ) A foundry that 
mteres chips on a contract bests, this plant wont compete directly wRh U.S. chi^akers. But wKh four mere 12-Inch wafer ptents due by 
2006 and many more fobs to the pipeline, the U.S. Semiconductor Industry Assn, warns that a "gravitatkmal pur could such capital, 
people, end leading-edge reeearch-and-development and design fonetions from the U.S. 

Digital technologies aren't toe only areas where toe Chinese have huge ambitions. In the past decade, U.S. p etrochemical mskers have 
tovested in littla new capacity. But at a toree-mlte-long site in Nanjing, 12,000 workers are eiecttog a $2.7 bilion network of ^pei and 
towers for China's Sinopee fSKP } and Germany's BASF (BE } toai by next year will be among the world's biggest, most modem 
complexes for ethylene, the basic Ingredtent in plastics An e>«n bigger convex is going up in Shanghai. The Chineie understand 
everything that scale means," aays Fluor Corp. fFLR ) Groi^ President Robert McN«nara. who lives perl-time in Shanghai and whose 
company has design contracts at both complexes. "When they target sn Industry to dominate, they doni mitigste." 

Can China dominate everything? Of course not. America remains the workfs biggest manufecturer, prmfodng 75% of what tl consumes, 
toojgh that's down from in the mid-'BOs. Industries requiring hugs R&D budgets and caj^l tov^tment such ae aerospace, 
pharmaceuticals, and cars, stil have strong bates to the U.S. 1 don't see China beconing a major car exporter to the fbreseaable future," 
says GM China (QH ) Chairman Philip F. Murteugh. There is no economic rationale." Murteugh dtes high procfoctlon costs and quality 
issues at Chinese car plante, as welt as just-in-time dMivsry needs to toe WssL as Impedimenis. 

Bumlr^ Rubber 

Don't teH toatto Miao Wei, president of Dongfeng Motor Corp. On Nov. 7, Dongfeng end Honda Motor Co. fHMC ) announced that toelr 
jotol venture will invest $3^ milfon to txxist output of Honda CR-Vs and Civics fivefold, to 120,000, by early 2006. The plant aims to 
achieve workl stefvdards by employing Honda's ftexlble manufecturlng system. "Honda wilt sell some of the Chinese-built cars In Europe." 
says Miao. Ntosan Motor Co. fNSi^Y } is atoo taOdng about exporting with Dongfer^. 
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China's carmakers ate developing dw suppliers that one day couid sustain exports. Auto^rts maker Wanxiartg Groi^ in Hangzhou 
Btart«} as a tiny tajwnshlp-owned farm-machinery shop in 1969. Now ifs a $2.4 billion conglomerate that supf4ies the Chinese assembly 
plants of GM. Ford Motor (E ), VoDtswagen, and others and also e^^orts 30% of lb output In two years. China wtli drop the rule that ib 
auto plante buy at least 40% of parb locally. Wanxiang Is getting ready: It b qaerang a $42 million plant loaded with U.S. and Et^opean 
testing gear. And since 1995, WSmiar^ has bought 10 U.S. auto-parb makers. ''Our goal is to acquire technology, management and mmt 
Important to get access to overseas markeb," says Chatnnan Lu Guar^qkJ. 

S«TW U.S manufacturers hope China will run out of steam. This yetr, factohes in Guangdong and Fujian bead serious labor shortages for 
the first time. Red-hot demand has meant skyrocketing cosb for Ctfirta's producers, nrrost of whfoh rely on ^ported gomls such as steel, 
plastics, and ccHnponenb. Energy shortages have forced manufacturers to shut factortes several tenes a week, in almost any industry orte 
can think of. vIcIms price wars are bbng into already razor-sharp margins. There are so many smail compantes corrteeting that they 
crowd out ali profit" says Beijing University economist Zhang Werying. Indeed, given the low emphasis m profIb and the urwophisticated 
accounting of many Chinese companies, often their pricing isn1 based on a foil undwstending of cosb. Having gotten as far as they can on 
cheap production cosb, Chinese mwiufacturers must develop their own technologtes and innovative produeb to move ahead ~ areas In 
whidi theyVe made slow progress so for. 

The juggernaut will slow, but only slightly. While salaries for top Chinese dasIgnerB are rtdr>g fast, 6>ey are still a ftftfi to a tenth of those In 
Silicon Valley. If China's wages rise 8% annually for the next five yeers, says a Boston Consulting Group study, the average factory hand 
win sUli earn just $1 .30 an hour by then, if Cta'na allowed the yuan to appreciate by arourtd 10% in the next year, productlvl^ gains would 
more than ofbet tie higher cosb, figures China expert Nicholas R. Lardy of the Institute for intematfonal Economics, "i don’t think 
revaluation wii have a significant knpact" he says. 

And Chinee producers are hardly standing still, in a recent survey of Chlresa and U.S. manufoctuiers by ImhJStryWwk ar>d Clevebnd- 
based liAanijfacturfng Performance Institute. 54% of Chinese companies cited innovation as ore of their top objectives, while only 26% of 
U.S. respondenb did. Chin^emnpanies spend more on worker tratnir^g arfo entorprtse-management so^ara. And 01% of U.S. pl«>b 
are more than a decade old, vs. 54% in China. Shanghai4»sed TV rreker SVA Group, for example, has opwed China's first plant to maka 
flat panels, a venture with Japan's NEC fNiPMY ) Carp. That is erebling SVA to secure a U.S. beachhead by seflfog liquid*oystel dteplay 
and plasms TV seb thioi^h channels such as the online sites of Costco Wholesale ( COST ) and Target. Starting price: $1,600 - 30% 
below similar models by Royal Philips Electronics fPHG } and Panasonic (UC ). 

More innovation. Better goods. Lower prices. Newer pbrfis. America wilt surely contlr^uetoben^tfrom China's ejqtension. But unless it 
can deal with the industrbl challenge, ft will suffer a loss of ecor>omic power and influence. Can America afford the China price? ft's the 
question U.S. workers, execs, and policymakers urgently need to ask. 
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The Honorable Andrew C. von Eschenbach, M.D. 

Commissioner 

Food and Drug Administration 
5600 Fisher Lane, Room 1555 
Rockville, MD 20857 

Dear Dr. von Eschenbach, 

Under Rules X and XI of the Rules of the United States House of Representatives, the 
Committee on Energy and Commerce and the Subcommittee on Oversight and Investigations are 
investigating questions regarding the ability and the will of the Food and Drug Administration 
(FDA) and the United States Department of Agriculture (USDA) to protect Americans from 
contaminated and otherwise unsafe items in our food supply. On February 9, 2006, we wrote you 
regarding the series of related decisions by the Center for Food Safety and Applied Nutrition 
(CFSAN) to permit the use of carbon monoxide (CO) to alter the color of meat and fish to make 
those products appear fresh, safe, and wholesome, regardless of their actual condition and well 
beyond the time when they may be safe to consume. 

We remain seriously concerned about the public health risks of this deceptive practice, 
particularly in light of information regarding imported fish delivered in CO containing packaging 
that has been rejected as unfit for human consumption. We understand that 20 percent of such 
fish imports tested have been rejected by the FDA laboratory in San Francisco since the practice 
was first discovered. If the regulatory authorities at CFSAN were aware of these findings and 
still determined that meat and fish so deceptively packaged should be considered “Generally 
Recognized As Safe” (GRAS) then something is seriously and dangerously amiss in the Center. 

Even before we became aware of degraded fish imports, we were at a loss to understand 
how FDA could have disregarded established law by accepting GRAS notifications from 
companies seeking FDA approval, permitting the use of carbon monoxide to preserve the red 
color of fresh meat, despite the meat’s age or conditions under which it has been held. We find it 
particularly troubling that FDA made this decision behind closed doors, rather than fiirough the 
public notice and comment process that should have been employed. We request FDA’s 
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responses to the following questions to clarify the agency’s decision-making process in this 
matter. 

1. Color Additive: Precept Foods, LLC (Precept) submitted a GRAS notification to EDA 
regarding its use of carbon monoxide in modified atmosphere packaging (MAP) for fiesh 
meat. Precept’s GRAS notification (GRN 000143) makes clear that the carbon 
monoxide in its packaging system functions to make the meat appear to have the red 
color associated with fi'esh, wholesome meat indefinitely, as long as the meat remains in 
the package. Upon receiving Precept’s purported GRAS notification, did FDA consider 
that the carbon monoxide in the Precept MAP system was a color additive and therefore 
not eligible for GRAS status? If not, why not? 

Please provide all documents, including but not limited to, internal agency and inter- 
agency communications as well as external communications, relating to the legal 
determination that carbon monoxide in the Precept MAP system is not a color additive. 

2. Safety Considerations: FDA is responsible for determining whether the use of carbon 
monoxide in fi'esh meat is safe. It is well recognized that regardless of the age of the 
meat or whether it has been temperature-abused, carbon monoxide masks the visual 
signs of microbial spoilage. 

a. Was the safety risk associated with carbon monoxide’s ability to mask indicators 
of microbial spoilage in fi'esh meat addressed in FDA’s review of this use of 
carbon monoxide? If not, why not? 

b. In particular, did FDA consider the safety implications of consumption by at- 
risk populations such as the elderly, children, pregnant women, persons taking 
immunosuppresent drugs, or AIDS patients of apparently flush looking meat 
containing high levels of bacteria (>lxl0’ colony forming units per gram)? 

3. GRAS Standard: FDA’s GRAS standard requires that there be consensus among 
qualified experts that a substance is safe for its intended use. FDA has advised that the 
“common knowledge” element of the GRAS standard generally requires that such 
consensus be documented through scientific data and information in the published 
literature, and that “an ongoing scientific discussion or controversy about safety concerns 
raised by available data would make it difficult to provide a basis for expert consensus 
about the safety of a substance for its intended use.” 

We are aware of a number of published studies that have raised or acknowledged 
questions about the safety of carbon monoxide in fi'esh meat packaging because its 
coloring effect can mask signs of spoilage, e.g., Sarheim (1997 & 1999), Kropf (1980). 
Most significantly, the European Commission’s Scientific Committee on Food observed 
that the use of carbon monoxide would be safe only if the temperature during storage and 
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transport never exceeds 4°C (39°F). Recognizing the realities of temperature abuse and, 
therefore, the likelihood that carbon monoxide’s coloring effect would mask spoilage, the 
European Parliament banned this use of carbon monoxide in ftesh meat. 

Most importantly, FDA documents provided to the Committee and interviews by Committee 
staff of FDA laboratory and other field personnel in San Francisco and New York, clearly 
show that the agency knew that fish unfit for human consumption was imported in 
atmospheres containing carbon monoxide. Disregarding the data from its inspections, FDA 
decreed that fish and, later, meat treated with CO were GRAS. In fact, the agency issued an 
Import Bulletin on “Tuna Processed with Tasteless Smoke and/or Carbon monoxide” on 
May 27, 1999, that “responds to numerous complaints that FDA has received on the 
importation of tuna that has been processed with ‘tasteless smoke’(TS) or carbon 
monoxide.” It is our understanding that carbon monoxide is the coloring agent in “tasteless 
smoke.” 

Furthermore, FDA e-mails and other documents indicate the agency was well aware of the 
problem to many species including tuna, hi fact, the agency required importers of all fish 
products that arrived in an atmosphere of carbon monoxide to identify the CO on the 
labeling and import documents. 

a. Given the agency’s own experience with contaminated, decomposed imported fish 
appearing fresh and wholesome because of carbon monoxide coloring, please 
explain how FDA concluded that this use of carbon monoxide in fresh meat 
packaging is deemed GRAS. 

b. Given the documented controversy and the European ban due to safety concerns, 
please explain how FDA analyzed this scientific literature under its GRAS 
standard and concluded that meat and fish treated with CO is “Generally 
Recognized As Safe.” 

c. Did FDA consider the need for a food additive petition for the use of carbon 
monoxide in fresh meat packaging? If not, why not? 

Please provide all documents, including internal agency communications and notes that 
were not provided to the Committee in response to our February 9, 2006 request, addressing 
whether the data and information in the Precept GRAS notification satisfied FDA’s GRAS 
standard. In particular, please provide all documents relating to the agency’s consideration 
of the European ban, if any. 

Please also provide all records relating to the determination that fish processed using 
“tasteless smoke” or carbon monoxide is GRAS. 
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4. Consumer Reliance on Meat Color: It is well documented in published scientific and 
industry literature that consumers rely heavily upon meat color when selecting fi-esh meat 
for purchase and consumption. Indeed, the sole purpose for including carbon monoxide 
in firesh meat MAP is to give the meat the red color consumers prefer. 

a. Did FDA recognize that consumers would presume that the bright red color of 
carbon monoxide-treated meat was a sign that the meat was fresh and safe to eat? 

b. Did FDA solicit fi-om Precept or obtain fi-om any other source, consumer 
perception data, to determine whether the unlabeled use of carbon monoxide 
could induce consumers to purchase and consume meat that is no longer firesh and 
may not be fit for human consumption? If not, why not? 

c. If FDA believes that color is not an ideal measure of meat fl^shness and safety, 
how would the agency advise consumers to select meat packaged in sealed MAP? 

d. Does FDA plan to conduct a consumer education campaign to train 
consumers away fiom their traditional reliance on meat color and ^pearance? 

Please provide all documents relating to FDA’s consideration of consumer behavior 
in meat selection during the course of its review of the GRAS notifications for the use 
of carbon monoxide in fi'esh meat packaging. Please also provide all documents, 
including but not limited to, all internal notes or other memoranda, as well as 
correspondence with USDA’s Food Safety and Inspection Service (FSIS), reflecting 
FDA’s and FSIS’s consideration of the ability of carbon monoxide to conceal the true 
fi'eshness, quality, and safety of meat 

5. Odor as a Spoilage Indicator: 

a. FDA has stated that consumers should use odor rather than color as an indicator of 
meat freshness and safety. Please explain how FDA addressed the fact that odor 
caimot be detected when purchased because the meat is sealed in MAP, and that 
governing law focuses on and prohibits adulteration and deception at the time of 
purchase. 

a. The National Geographic Survey (NGS), in a seminal work involving 1.2 million 
subjects, found that chemical exposure, pregnancy, head injury, and colds and flu 
can cause permanent loss of smell, but overwhelmingly, such loss occurs as we 
age. As one article by prominent nutritionists noted, after reviewing the NGS 
findings, “the decline in sensitivity to the odor with age is large enough to render 
the odor useless as a warning for about half of the elderly population.” The 
scientific literature also documents olfactory dysfunction among cancer patients, 
particularly among those undergoing chemother^y or radiation. Did FDA 
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consider the sizable portion of the population whose sense of smell may be 
impaired, particularly among those who may also be most vulnerable to food 
home illness because of impaired immune systems? If not, why not? 

6. Date Labeling; 

a. FDA has stated that “use or freeze by” date labeling will provide information to 
consumers sufScient to ensure the safe use of carbon monoxide in fresh meat. 
Please provide all consumer behavior research or other evidence that supports this 
assertion, whether submitted in GRAS notifications or obtained independently by 
FDA. 

b. Does FDA impose any prominence requirements to ensure that such “use or freeze 
by” date labeling is appropriately read and understood by consumers so that the 
inclusion of carbon monoxide in fresh meat MAP does not render the meat 
unsafe? If not, why not? 

7. Temperature Abuse: Temperature abuse in meat storage and distribution channels, at 
retail, and in the refligerators of consumers, has been widely documented — ^in published 
scientific literature, in FDA’s Food Code, by FSIS, and in media exposes. Such 
temperature abuse generally causes meat, not treated with carbon monoxide, to turn 
brown rapidly. This has historically signaled to consumers that the meat may not have 
been held under appropriate conditions and may not be safe to consume. Fresh meat 
treated with carbon monoxide, however, will remain bright red regardless of temperature 
abuse. 

a. To the extent that FDA considered “use or fieeze by” date labeling sufficient to 
ensure the safe use of carbon monoxide in fresh meat, did the agency consider the 
fact that temperature abuse would render such date labeling meaningless as an 
assurance of meat fi:eshness and safety? 

b. Was FDA’s consideration of the GRAS status of carbon monoxide in fresh meat 
packaging limited to information about use of carbon monoxide under laboratory 
conditions of ideal temperature control? If so, please explain why FDA 
disregarded the known prevalence of temperature abuse. 

c. Did FDA recognize that the fear of economic loss associated with meat 
“browning” has historically provided a strong incentive to assure adequate 
temperature control of meat throughout the chain of distribution, storage, and 
retail sale, and that such incentives would be eliminated by this use of carbon 
monoxide, which conceals evidence of mishandling? 
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8. Shelf life: As a condition of the safe use of carbon monoxide in fresh meat packaging, 
FDA accepted “use or freeze by” date labeling of up to 35 days following the date of 
packaging for intact muscle cuts and up to 28 days for ground beef. The documents 
supporting Precept’s GRAS notification appear to indicate that these shelf lives were 
established under laboratory conditions reflecting ideal temperature control. Even 
Precept, the original proponent of the 35- and 28-day shelf lives, has stated that it would 
employ “more conservative dates,” reflecting a shorter shelf life. 

a. How did FDA determine that the 35- and 28-day labeled shelf lives would be 
adequate to assure the safety and wholesomeness of carbon monoxide-treated 
meat under actual conditions of distribution, storage, retail sale, and consumer 
handling? 

b. Given that the European Commission’s Scientific Committee on Food concluded 
that carbon monoxide-treated meat could have a shelf life of 14 days for beef loin 
steaks and 1 1 days for ground beef, how did FDA conclude that carbon 
monoxide-treated meat with shelf lives up to 35 or 28 days was “Generally 
Recognized As Safe”? 

9. FDA Regulatory Prohibition of Carbon Monoxide in Fresh Meat: FDA’s food additive 
regulation for combustion products gas (21 C.F.R. 173.350) appears to prohibit the use 
of carbon monoxide on “fresh meat products.” In a February 13, 2002 letter to FDA 
regarding the Pactiv GRAS notification, FSIS apparently endorsed this view “because of 
concerns that the treatment of meat with combustion product gases may cause the meat 
to retain its fresh red color longer than meat not so treate4 thereby misleading the 
customer, and increasing the potential for masking spoilage.” Carbon monoxide is the 
only combustion product gas that affects meat color deceptively. 

Please explain whether FDA now disagrees with its own regulation at 2 1 C.F.R 1 73.350 
or considers it no longer operative. If so, why has FDA not addressed the matter through 
notice and comment rulemaking? 

10. Labeling: FDA accepted the use of carbon monoxide in the Preeept MAP system 
without requiring carbon monoxide to be labeled, although it is apparently still required 
for tuna. Under governing law and FDA regulations, policy, and precedent, however, 
there is no regulatory category into which this use of carbon monoxide could fall that 
would not require it to be labeled. As noted above, the use of carbon monoxide in fresh 
meat meets the statutory definition of a color additive, which must be labeled under 21 
U.S.C. 343(k) and 2 1 C.F.R. 101 .22(k). Even if FDA considers carbon monoxide in 
fi^sh meat to be GRAS (or a food additive), it would appear to be a functional ingredient 
in the meat that must be declared on the label. 
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a. Please explain how this use of carbon monoxide differs from FDA’s regulatory 
example of chemical preservatives used “to promote color retention,” which must 
be labeled under 21 U.S.C. 343(k) and 21 C.F.R. 101.220). 

b. Please explain why the use of carbon monoxide in fresh meat packaging, which 
makes the meat red indefinitely, regardless of age or temperature abuse, does not 
need to be disclosed on the label, as would appear to be the case to comply with 
21 U.S.C. 343(a) and 321(n). 

11. Processing Aids Exempt from Labeling: FDA regulations provide that substances may 
qualify as “processing aids” and therefore be exempt from ingredient labeling 
requirements only if, in relevant part, the substances “are added to a food for their 
technical or functional effect in the processing but are present in the finished food at 
insignificant levels and do not have any technical or functional effect in that food” (21 
U.S.C. 101.100[a][3][ii][c]). In the Precept system, the carbon monoxide remains 
functional in the retail package to make the meat appear red indefinitely. Did FDA deem 
the carbon monoxide in the Precept MAP system to be a processing aid? If so, please 
explain how the carbon monoxide in that system satisfies FDA’s regulatory definition of 
a processing aid. 

Please provide all records, including but not limited to, internal notes, memoranda, and 
communications with Precept and FSIS, addressing labeling of the carbon monoxide in 
Precept’s MAP system, including whether it met FDA’s definition of a processing aid. 

To the extent not otherwise requested, please provide all records, including but not 
limited to, internal notes, memoranda, and inter-agency communications relating to all 
contacts with FSIS personnel regarding CRN 000143. 

12. Carbon Monoxide in Tuna: In response to GRAS Notification No. GRN 000015, FDA 
accepted the use of “tasteless smoke,” of which carbon monoxide is a primary 
component, as a preservative to protect the taste, aroma, and color of fresh tuna prior to 
freezing. FDA required the presence and purpose of tasteless smoke to be declared on 
the labels of treated tuna. The use of carbon monoxide/tasteless smoke was addressed in 
a recent Congressional Research Service (CRS) Report for Congress entitled, “Seafood 
marketing: Combating Fraud and Deception, April 1 1, 2007.” CRS reports that this use 
of carbon monoxide or “tasteless smoke” has alarmed consumer advocates, who say it 
deceives shoppers who depend on color to help them avoid spoiled fish, and more 
broadly, noted serious concerns about FDA’s enforcement of seafood labeling 
requirements. 

a. Did FDA consider the labeling requirements for “tasteless smoke” to be a 

sufficient safeguard to ensure that the use of carbon monoxide/“tasteless smoke” 
did not deceive consumers into purchasing or consuming tuna that may have 
become unsafe while remaining fresh-looking? 
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b. If so, what steps has FDA taken to ensure that treated tuna is consistently and 
appropriately labeled, whether it is pre-packaged or sold by weight in the retail 
fish case, so that consumers are not deceived by tuna that may appear fresher or 
safer than it is? 

We remain seriously concerned that FDA’s allowance of the use of carbon monoxide to 
conceal the true freshness and safety of meat and fish has placed the public health at risk. Amid 
the spate of recent food recalls and food safety incidents, including a number of recalls due to E. 
coU in ground beef, confidence in FDA’s ability to assure a safe food supply has been eroding. 
The unexplained departure fiom established food safety law and precedent in allovring the use of 
carbon monoxide in fresh meat, agreed to behind closed doors, does not help inspire confidence 
in the agency. If FDA still asserts that the use of carbon monoxide to color fresh meat and/or fish 
does not present a food safety risk, FDA should institute notice and comment rulemaking to 
permit these uses, as the law requires, and to inspire greater confidence in these suspect 
determinations. 

Thank you for your attention to this public health matter and to our concerns. With 
regard to questions and related document requests made in this letter, we would appreciate your 
responses no later than the close of business August 10, 2007. If you have any questions 
regarding this request, please contact us, or have your staff contact David Nelson or Kevin 
Bartow of the Committee staff at (202) 226-2424. 



Sincerely, 


John D. Dingell 
Chairman 



Bart Stupak 
Chairman 

Subcorrunittee on Oversight and Investigatiotrs 


cc: The Honorable Joe Barton, Ranking Member 

Committee on Energy and Commerce 

The Honorable Ed Whitfield, Ranking Member 
Subcorrvmittee on Oversight and Investigations 
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cc: The Honorable Michael 0. Leavitt, Secretary 

U.S. Department of Health and Human Services 

Richard A. Raymond, Under Secretary for Food Safety 
U.S. Department of Agriculture 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 


Food and Drug Administration 
Rockville MD 20857 


. The Honorable Bart Stupak 
Chainnan 

Subcommittee on Oversight and Investigations SEP 2 8 2007 

Committee on Energy and Commerce 
House of Representatives 
Washington, D.C. 20515-6115 

Dear Mr. Chairman: 

Thank you for your letter of August 27, 2007, co-signed by John D. Dingell, Chairman, 
Committee on Energy and Commerce, concerning decisions made by the Food and Drug 
Administration (FDA or the Agency), regarding the use of carbon monoxide (CO) in modified 
atmosphere packaging (MAP) for meat products and “tasteless smoke” (which includes CO) 
for fish. 

To provide some background on this matter, we note that under sections 20 1 (s) and 409 
of the Federal Food, Drug, and Cosmetic (FD&C) Act (Title 21, United States Code [U.S.C.] 
32 1 (s) and 348), any substance the intended use of which results or may reasonably be 
expected to result in its becoming a component of food, or otherwise affecting the 
characteristics of any food, is a food additive subject to premarket review and approval by 
FDA, unless the substance falls within one of the exclusions fix>m the definition of “food 
additive” in section 20 1 (s) or meets the exemption for investigational use in section 409(j) 
of the FD&C Act. Under section 201(s) of die FD&C Act, substances that are generally 
recognized, among qualified experts, as having been adequately shown to be safe under the 
conditions of its intended use (GRAS), are excluded fit>m the definition of “food additive” 
and are not subject to the food additive petition process in section 409 of the FD&C Act. 

The FD&C Act does not provide a process or specific authority for FDA premarket approval 
of GRAS status. 

Under FDA’s voluntary GRAS notification program, an interested party may notify the 
Agency of its conclusion that a substance is GRAS under the intended conditions of use. 

FDA reviews whether the GRAS notice (GRN) provides a sufficient basis to support the 
party’s GRAS self-determination and then responds to the notifier as to whether the Agency 
has any questions. Information in the notice corresponding to the substance and conditions 
of use that are the subject of the GRAS self-determination and FDA’s response to the notice 
are readily available to the public by postings to the Agency’s website that are updated 
regularly {see http://www.cfsan.fda.gQv/~-rdb/opa-gras.html). 


tzy.. lOa 
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As you noted in your letter, FDA responded to three GRAS notices for the use of CO in MAP 
systems for meat products (GRNs 83, 143, and 167) and one notice for the use of tasteless 
smoke in tuna (GRN 15). In the case of the GRAS notices concerning these uses of CO and 
tasteless smoke, FDA responded by stating that the Agency does not question the basis for the 
GRAS determinations. Therefore, the intended use of CO in MAP systems for meat and 
tasteless smoke for tuna, as described in the notices, would not be a food additive and would 
not require FDA premarket review and approval. 

FDA has set out what constitutes general recognition of safety for GRAS status in Title 21, 
Code of Federal Regulations (CFR) 170.30. Importantly, the same quality and quantity of 
scientific data are needed to support a GRAS determination as are needed to support a food 
additive approval. However, there are additional criteria for the use of a GRAS ingredient. 
These criteria include a general availability (such as through publication in the scientific 
literature) of the data and information rehed on to establish the safety of the ingredient and 
consensus among qualified experts about the safety of the ingredient for the intended use. 
These two fecets (i.e., general availability and consensus) are necessary to establish general 
recognition. 

A substance must be shown to be “generally recognized as safe” under the conditions of its 
intended use. Explicitly, GRAS is not an inherent property of a substance, rather, it is the 
specific conditions of use for the substance that is GRAS. The person asserting GRAS status, 
resulting in exclusion from the definition of “food additive” and exemption fi-om the food 
additive premarket approval process, has the burden of proving that the use of the substance 
is “generally recognized as safe.” To establish such recognition, the proponent must show 
that there is a consensus of expert opinion regarding the safety of the use of the substance. 
Unanimity among experts regarding safety of a substance is not required, and mere conflict 
among experts is not enough to preclude a finding of general recognition. 

FDA has entered into a Memorandum of Understanding (MOU) with FSIS that estabhshes a 
process to review the joint listing of ingredients used in the production of meat and poultry 
products. Consistent with the terms of the MOU, FDA consulted with FSIS on the three 
GRAS notices for use of CO in MAP systems for meat products. The MOU with FSIS dated 
January 31, 2000, is enclosed at Tab A. 

FDA and FSIS routinely consult to address our related, but separate, roles in the regulation of 
ingredients in meat. FDA has authority under the FD&C Act to determine the safety of 
ingredients used in food, while FSIS has separate authority for determining whether the 
intended use of an ingredient in meat is suitable under the Federal Meat Inspection Act 
(FMIA). Suitability relates to the effectiveness of an ingredient for its intended use and the 
assurance that the conditions of use will not result in an adulterated product or one that 
misleads consumers. Under the FMIA, FSIS also has authority regarding the labehng of meat 
products. FSIS has informed FDA that the use of CO in MAP systems, under the conditions 
specified in the GRAS notices, complies with the FMIA. 
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As you are aware, we have pending citizen petitions on this matter, and we continue to 
receive and review information relevant to the citizen petitions and to GRNs 15, 83, 143, and 
167. 

We have restated the specific questions posed in your letter below, in bold type, followed by 
FDA’s response. Documents are provided as noted. FDA continues to search for additional 
responsive documents. 

1. Upon receiving Precept’s purported GRAS notification, did FDA consider that 
the carbon monoxide in the Precept MAP system was a color additive and 
therefore not eligible for GRAS status? If not, why not? 

Please provide all documents, including but not limited to, internal agency and 
inter-agency communications as well as external communications, relating to the 
legal determination that carbon monoxide in the Precept MAP system is not a color 
additive. 

Response : Color additives require FDA premarket approval. FDA has previously concluded 
that substances used to fix the natural color of meats are considered to be color fixatives and 
not color additives. In 1 982, a Federal district court agreed with FDA that nitrites fix rather 
than impart color in bacon and therefore are not color additives in bacon. The mechanism by 
which CO acts to stabilize the natural red color of myoglobin in muscle (meat) is well-known 
and described in the scientific literature (for example, “The storage life of beef and pork 
packaged in an atmosphere with low carbon monoxide and high carbon dioxide;” Meat 
Science; Sorheim, O., Nissen, H., and Nesbakken, T.; 52(157-164); 1999). FDA concluded 
that the use of CO, as described in the GRAS notices, (including the notice for the Precept 
Foods packaging system) is not a color additive because it does not impart color, but rather 
fixes the natural red color of myoglobin, the color that consumers associate with meat 
products. 

Documents responsive to your request under this question are enclosed at Tab B. 

2. a) Was the safety risk associated with carbon monoxide’s ability to mask indicators 
of microbial spoilage in fresh meat addressed in FDA’s review of this use of carbon 
monoxide? If not, why not? 

b) In particular, did FDA consider the safety implications of consumption by at- 
risk populations such as the elderly, children, pregnant women, person taking 
immunosuppressant drugs, or AIDS patients of apparently fresh looking meat 
containing high levels of bacteria (>1x10^ colony forming units per gram)? 

Response : FDA carefully considered the safety of using CO in MAP systems for meat 
packaging. Our analysis of the notices considered microbiological safety (i.e., level of 
contamination) and the data submitted assured us that use of CO in MAP systems would not 
result in an increased risk of foodbome illness to the consumer. 
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The color of meat is not a reliable indicator of microbiological safety; contamination of meat 
by pathogenic bacteria is not, in general, something that a consumer could visually detect. 
Additionally, CO-containing MAP systems (CO is used only up to 0.4 percent) will behave as 
other MAP systems do, and will not mask other signs of spoilage, such as off-odor, meat that 
is slimy or tacky to the touch, or packaging that is bulging because of gas formation from 
spoilage bacteria. 

When FDA does a safety analysis of ingredients added to foods, we look at potential effects 
across the entire population. Our conclusion that the use of CO in MAP systems would not 
result in increased risk of foodbome illness applies to the general population because we have 
concluded that CO does not mask signs of spoilage. 

We do not understand the source or relevance of your reference to . .meat containing high 
levels of bacteria (>1x10^ colony forming units per gram).” We would need further 
explanation in order to understand the significance of this measurement to meat safety. 

3. a) Given the Agency’s own experience with contaminated, decomposed imported 
fish appearing fresh and wholesome because of carbon monoxide coloring, please 
explain how FDA concluded that this use of carbon monoxide in fresh meat 
packaging is deemed GRAS. 

b) Given the documented controversy and the European ban due to safety 
concerns, please explain how FDA analyzed this scientific literature under its 
GRAS standard and concluded that meat and fish treated with CO is “Generally 
Recognized as Safe.” 

c) Did FDA consider the need for a food additive petition for the use of carbon 
monoxide in fresh meat packaging? If not, why not? 

Please provide all documents, including internal agency communications and notes 
that were not provided to the Committee in response to our February 9, 2006 
request, addressing whether the data and other information in the Precept GRAS 
notification satisfied FDA’s GRAS standard. In particular, please provide all 
documents relating to the agency’s consideration of the European ban. 

Please also provide all records relating to the determination that fish processed 
using “tasteless smoke” or carbon monoxide is GRAS. 

Response : First, to clarify what FDA reviewed, we note that FDA did not receive or review a 
GRN for the use of CO in fish. Regarding the Agency’s review of the use of tasteless smoke, 
FDA reviewed the data presented in GRN 15 and found no reason to disagree with the 
conclusion that the use of tasteless smoke on raw tuna before it is firozen to preserve its taste, 
aroma, texture, and color is GRAS. In our response letter, we explained that if someone were 
to use tasteless smoke (or any other preservative) on partially decomposed fish, the fish would 
be adulterated. Additionally, the sale of contaminated fish, whether treated with tasteless 
smoke or not, is illegal because the product is adulterated. 
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Although you state that “FDA e-mails and other doeuments indieate the Ageney was well 
aware of the problem to many speeies ineluding tuna,” you identify only FDA’s import 
bulletin on “Tuna Proeessed with Tasteless Smoke and/or Carbon Monoxide” issued on 
May 27, 1999. That import bulletin notes that tasteless smoke or CO may be used to- 
preserve the natural red flesh eolor of tuna during frozen storage. The import bulletin pointed 
out concerns that tasteless smoke may be abused to enhanee eolor, and that tuna so treated 
may not be labeled to indicate that fact. Our response letter to GRN 15, issued on March 10, 
2000, elearly explains, as noted above, that abuse of tasteless smoke in a way that attempted 
to coneeal signs of decomposition would render the fish adulterated and illegal. The letter 
went on to point out that tiuse of tasteless smoke in a way that enhaneed the color of the flesh 
so that the fish was made to appear of greater value than it was, would render the fish 
adulterated and illegal. Finally, the letter pointed out that the use of tasteless smoke to 
preserve the eolor of tuna upon freezing and thawing must be indicated in labeling in 
accordance with the FD&C Act. Thus the response letter to GRN 15 addressed the coneems 
about potential abuse described in the import bulletin. We note that the import bulletin had 
an expiration date of 90 days after issuance and that it was canceled on June 17, 2003. 

FDA and FSIS reviewed the data presented in the notices for the use of CO in MAP systems 
for fresh meat. FDA found no reason to disagree with the conclusion that the use of CO in 
MAP systems for fresh meat is GRAS. As noted elsewhere, the uses described in the notiees 
would not result in the masking of signs of spoilage, such as off-odor, meat that is slimy or 
tacky to the touch, or packaging that is bulging because of gas formation from spoilage 
bacteria. The agencies concluded that the uses of CO-containing MAP systems do not mask 
these signs of spoilage. 

FDA is aware that the Scientific Committee on Food of the European Union has concluded that 
there is no health concern associated with the use of CO as a component in MAP systems for 
fresh meat provided the temperature during storage and transport does not exceed 4° Celsius. 
FDA agrees with the Scientific Committee on Food that storing products under inappropriate 
conditions may result in spoilage. However, FDA and FSIS considered this issue and concluded 
that under the conditions of use described in the GRAS notices, even at abusive temperatures, 
whether eolor is maintained or not, off-odors and slime will persist as indicators of spoilage in 
meat products. Also, we note that the proper storage and transport of foods is a requirement that 
all food producers must comply with under U.S. law. 

As noted earlier, FDA found no reason to question the basis for the notifiers’ conclusion that 
their use of CO-containing MAP packaging described in the notices is GRAS. Further, as 
noted earlier, GRAS substances are excluded fixtm the definition of a “food additive” in 
section 201(s) of the FD&C Act and are therefore not subject to the food additive petition 
process in section 409 of the FD&C Act (21 U.S.C. 348) or to the requirement that a food 
additive regulation be promulgated prior to marketing of the product. Because FDA had no 
reason to question the asserted GRAS status of the substances, the Agency had no basis to 
consider requiring a food additive petition. 
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FDA is continuing to search for documents responsive to your request under this question. 

4. a) Did FDA recognize that consumers would presume that bright red coior of 
carbon monoxide-treated meat was a sign that the meat was fresh and safe to eat? 

b) Did FDA solicit from Precept or obtain from any other source, consumer 
perception data, to determine whether the uniabeied use of carbon monoxide couid 
induce consumers to purchase and consume meat that is no longer fresh and may 
not be fit for human consumption? If not, why not? 

c) If FDA believes that color is not an ideal measure of meat freshness and safety, 
how would the agency advise consumers to select meat packaged in sealed MAP? 

d) Does FDA plan to conduct a consumer education campaign to train consumers 
away from their traditional reliance on meat color and appearance? 

Please provide all documents relating to FDA’s consideration of consumer 
behavior in meat selection during the course of its review of the GRAS notifications 
for the use of carbon monoxide in fresh meat packaging. Please also provide all 
documents, including but not limited to, all internal notes or other memoranda, as 
well as correspondence with USDA’s Food Safety and Inspection Service (FSIS), 
reflecting FDA’s and FSIS’s consideration of the ability of carbon monoxide to 
conceal the true freshness, quality, and safety of meat. 

Response : As stated in the MOU, under the FMIA and its implementing regulations, FSIS 
determines the suitability of the use of ingredients in the production of meat products. 
Suitability relates, among other things, to the effectiveness of an ingredient for its intended 
use and includes an assessment of whether the conditions of use will result in an adulterated 
product or one that misleads consumers. FSIS communicated its conclusions that Precept 
Foods, LLC’s MAP system as set out in GRN 000143 was suitable and would not mislead 
consumers in FSIS’ letter to FDA dated June 2, 2004. This letter was previously provided to 
Chairman Dingell by FDA in its letter of April 7, 2006. We also refer you to FSIS’ letters to 
FDA setting out their conclusions on suitability and potential for consumer deception in their 
reviews of other MAP systems using CO in GRN 000083 and 000167. These letters were 
also previously provided in the April 7, 2006, letter. Therefore, we defer to FSIS to address 
these questions. 

FSIS has authority under the FMIA for determining whether the intended use of an ingredient 
in meat is suitable, and suitability relates, among other things, to an assurance that the 
conditions of use will not result in a product that misleads consumers. Thus, the issues 
relevant to these questions are under the purview of FSIS, and we defer to FSIS to address 
them. 

Documents responsive to your request under this question are enclosed at Tab C. 



566 


Page 7 - The Honorable Bait Stupak 

5. a) Please explain how PDA addressed the fact that odor cannot be detected when 
purchased because the meat is sealed in MAP, and that governing law focuses on 
and prohibits adulteration and deception at the time of purchase. 

b) Did PDA consider the sizable portion of the population whose sense of smell 
may be impaired, particularly among those who may also be most vulnerable to 
food borne illness because of impaired immune systems? If not, why not? 

Response : As stated above, under the FMIA and its implementing regulations, FSIS 
determines the suitability of the use of ingredients in the production of meat products. We 
refer you to FSIS’ conclusions from their review of the GRAS notices for MAP systems using 
CO on fresh meat in their letters to FDA, which were previously produced in our letter of 
April 7, 2006. Therefore, we defer to FSIS to answer these questions. 

6. a) FDA has stated that “use or freeze by” date labeling will provide information 
to consumers sufficient to ensure the safe use of carbon monoxide in fresh meat 
Please provide all consumer behavior research or other evidence that supports this 
assertion, whether submitted in GRAS notifications or obtained independently by 
FDA. 


b) Does PDA impose any prominence requirements to ensure that such “use or 
freeze by” date labeling is appropriately read and understood by consumers so that 
the inclusion of carbon monoxide in fresh meat MAP does not render the most 
unsafe? If not, why not? 

Response : FSIS regulates the labeling of meat under the FMIA, including “use or freeze by” 
date labeling. Therefore, we defer to FSIS to answer these questions. Also, we refer you to 
FSIS’ conclusions from their review of the GRAS notices for MAP systems with CO for use 
on fresh meat in their letters to FDA previously produced in our letter of April 7, 2006. 

7. a) To the extent that FDA considered “use or freeze by” date labeling sufficient to 
ensure the safe use of carbon monoxide in fresh meat, did the agency consider the 
fact that temperature abuse would render such date labeling meaningless as an 
assurance of meat freshness and safety? 

b) Was FDA’s consideration of the GRAS status of carbon monoxide in fresh meat 
packaging limited to information about use of carbon monoxide under laboratory 
conditions of ideal temperature control? If so, please explain why FDA 
disregarded the known prevalence of temperature abuse. 

c) Did FDA recognize that the fear of economic loss associated with meat 
“browning” has historically provided a strong incentive to assure adequate 
temperature control of meat throughout the chain of distrihution, storage, and 
retail sale, and that such incentives would be eliminated by this use of carbon 
monoxide, which conceals evidence of mishandling? 
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Response : FSIS regulates the labeling of meat under the FMIA, including “use or freeze by” 
date labeling. FSIS’ conclusions from their review of the GRAS notices for MAP systems 
with CO for use on fresh meat were communicated to FDA by letter and were previously 
produced in our letter of April 7, 2006. We defer to FSIS to answer the question in 7(a). 

With regards to the questions in 7(b) and (c) concerning temperature abuse, FDA did not 
receive any specific data on temperature abuse as part of GRN 143 submitted by Precept on 
meats that are shipped in MAP systems. We note, moreover, that we have no information 
that suggests that meats shipped in MAP systems would behave any differently (e.g., the signs 
of spoilage would remain the same) than meats that are shipped not using a MAP system, 
even after temperature abuse. 

8. a) How did FDA determine that the 35- and 28-day labeled shelf lives would be 
adequate to assure the safety and wholesomeness of carbon monoxide-treated meat 
under actual conditions of distribution, storage, retail sale, and consumer 
handling? 

Given that the European Commission’s Scientific Committee on Food concluded 
that carbon monoxide-treated meat could have a shelf life of 14 days for beef loin 
steaks and 11 days for ground beef, how did FDA conclude that carbon monoxide- 
treated meat with shelf lives up to 35 or 28 days was “Generally Recognized as 
Safe?” 

Response : FSIS regulates the labeling of meat under the FMIA, including “use or freeze by” 
date labeling. Therefore, we defer to FSIS to answer these questions. 

9. Please explain whether FDA now disagrees with its own regulation at 21 CFR 
173 J50 or considers it no longer operative. If so, why has FDA not addressed the 
matter through notice and comment rulemaking? 

Response : FDA considers 21 CFR 173.350 to be in effect and the Agency would enforce this 
regulation against a violative product if necessary. However, it is important to note that 
21 CFR 173.350 does not apply to CO-containing MAP systems for meat products. These 
systems are not “combustion gas” and therefore, while it is true that under 21 CFR 173.350 
combustion gas is not permitted to be used on meats, this regulation does not apply. Thus, 
there is no reason to consider amending 21 CFR 173.350. 

10. a) Please explain how this use of carbon monoxide differs from FDA’s regulatory 
example of chemical preservatives used “to promote color retention,” which must 
be labeled under 21 U.S.C. 343 (k) and 21 C.F.R. 101.22 (j). 

b) Please explain why the use of carbon monoxide in fresh meat packaging, which 
makes the meat red indefinitely, regardless of age or temperature abuse, does 
not need to be disclosed on the label, as would appear to be the case to comply 
with 21 U.S.C. 343 (a) and 321 (n). 
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Response : As noted previously, FSIS regulates the labeling of meat under the FMIA. FSIS 
set out its conclusions in letters to FDA previously provided to Chairman Dingell in our letter 
of April 7, 2006. These questions are under the purview of FSIS, and we defer to FSIS to 
address them. 

11. Did FDA deem the carbon monoxide in the Precept MAP system to be a processing 
aid? If so, please explain how the carbon monoxide in that system satisfies FDA’s 
regulatory definition of a processing aid. 

Please provide all records, including but not limited to, internal notes, memoranda, 
and communications with Precept and FSIS, addressing labeling of the carbon 
monoxide in Precept’s MAP system, including whether it met FDA’s definition of a 
processing aid. To the extent not otherwise requested, please provide all records, 
including but not limited to, internal notes, memoranda, and inter-agency 
communications relating to all contacts with FSIS personnel regarding GRN 
000143. 

Response : FDA did not consider whether the carbon monoxide in the Precept MAP system 
was a processing aid because, as noted above, FSIS regulates the labeling of meat under the 
FMIA. However, FDA did consider labeling of tasteless smoke when it considered the use of 
this CO-containing product to preserve the color of tuna on freezing. In that case, FDA 
determined that the tasteless smoke was acting as a preservative, and thus must be declared 
under 21 CFR 101.22(j). 

FDA is continuing to search for documents responsive to your request under this question. 

12. a) Did FDA consider the labeling requirements for “tasteless smoke” to be a 
sufficient safeguard to ensure that the use of carbon monoxide “tasteless smoke” 
did not deceive consumers into purchasing or consuming tuna that may have 
become unsafe while remaining fresb-iooking? 

b) If so, what steps has FDA taken to ensure that treated tuna is consistently and 
appropriately labeled, whether it is pre-packaged or sold by weight in the retail 
fish case, so that consumers are not deceived by tuna that may appear fresher or 
safer than it is? 

Response : FDA did not impose the labeling requirements as a “safeguard” for the use of 
tasteless smoke. Rather, requirements for the labeling of tasteless smoke are a means to 
communicate material facts. FDA’s response on the GRAS status of tasteless smoke was 
limited to the specific conditions of use asserted by the notifier ~ that is, that tasteless smoke 
is GRAS for use on raw tuna, before it is frozen, to preserve its taste, aroma, texture, and 
color. FDA considered that this use of tasteless smoke would constitute use as a 
preservative. Products containing a preservative may not be labeled “fresh” (2 1 CFR 
101.95). This regulation is intended to communicate material facts to help ensure that 
consumers are not deceived. 



569 


Page 10 - The Honorable Bart Stupak 

FDA evaluated all safety concerns regarding the use of tasteless smoke to preserve taw tuna 
before it is frozen. Under the conditions of use described in GRN 15, we found no reason to 
disagree with the notifier’s conclusion that this use of tasteless smoke is GRAS. We have no 
evidence that tasteless smoke represents a public health hazard, or that it promotes economic 
deception when used responsibly and lawfully. Under the FD&C Act, a company must 
comply with all labeling requirements or the product is, by definition, misbranded and not 
legal for sale. 

Thank you again for your interest in this matter. We hope this information is helpful. Please 
do not hesitate to contact us if we can provide assistance in the future. 



Acting Assistant Commissioner 
for Legislation 

Enclosures 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 


Food and I>tjg Administration 
Rockville MD 20BS7 


The Honorable John D. Dingell 
Chairman 

Committee on Energy and Commerce NOV 0 6 2007 

House of Representatives 
Washington, D.C. 20515*6115 

Dear Mr. Chairman; 

This is in further response to your letter of July 27, 2007, co-signed by Representative Bart 
Stupak, Chairman, Subcommittee on Oversight and Investigations, concerning decisions 
made by the Food and Drug Administration (FDA or the Agency), regarding the use of carbon 
monoxide (CO) in modified atmosphCTe packaging (MAP) for meat products and “tasteless 
smoke” (which includes CO) for fish. 

We are providing additional documents responsive to request number three of your letter, 
which is re-stated below. Please be advised that these documents contain trade secret, 
commercial confidential or other infonnation protected fi'om public disclosure under the 
Freedom of Information Act (Title 5, United States Code [U.S.C.J, section 552), the Trade 
Secrets Act (Title 18, U.S.C., section 1905) and/or FDA regulations. This infonnation 
should not be published or otherwise made public. We would be glad to discuss the 
protected status of any specific infonnation with you or your staff. 

3. Please also provide all records relating to the determination that fish 
processed using ^‘tasteless smoke” or carbon monoxide is GRAS. 

Response : Documents responsive to your request are enclosed. 

Thank you again for your interest in this matter. A similar response without enclosures is 
being sent to Chainnan Stupak. 



Enclosures 


Ex, lOb 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 


Food and Drug Admir^ation 
Roclo^la MO 20^ 


The Honorable John D. Dingell 
Chairman 

Committee on Energy and Commerce 
House of Representatives 
Washington, D.C. 20515-6115 

Dear Mr. Chairman: 


NOV 0 8 2007 


This is in further response to your letter of July 27, 2007, co-signed by Representative Bart 
Stupak, Chairman, Subcommittee on Oversight and Investigations, concerning decisions 
made by the Food and Drug Administration (FDA or the Agency), regarding Ae use of carbon 
monoxide (CO) in modified atmosphere packaging (MAP) for meat products and "tasteless 
smoke” (which includes CO) for fish. 

We are providing additional documents responsive to your requests which are re-stated below 
in bold type. Please be advised that these documents contain trade secret, commercial 
confidential or other information protected from public disclosure under the Freedom of 
Information Act (Title 5, United States Code [U.S.C.], section 552), the Trade Secrets Act 
(Title 1 8, U.S.C., section 1 905) and/or FDA regulations. This information should not be 
published or otherwise made public. We would be glad to discuss the protected status of any 
specific information with you or your staff. 


3. Please provide all documents, including internal agency communications and 
notes that were not provided to the Committee in response to our February 9, 
2006 request, addressing whether the data and other information in the Precept 
GRAS notification satisfied FDA’s GRAS standard. 

4. Please also provide all documents, including but not limited to, all internal notes 
or other memoranda, as well as correspondence with USDA’s Food Safety and 
Inspection Service (FSIS), reflecting FDA’s and FSIS’s consideration of the 
ability of carbon monoxide to conceal the true freshness, quality, and safety of 
meat. 

1 1 . Please provide all records, including but not limited to, inteni al notes, 

memoranda, and communications with Precept and FSIS, addressing labeling of 
the carbon monoxide in Precept’s MAP system, including whether it met FDA’s 
definition of a processing aid. To the extent not otherwise requested, please 
provide all records, including but not limited to, internal notes, memoranda, and 
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inter-agency communications relating to all contacts with FSIS personnel regarding 
GRN 000143. 

Response : Documents responsive to your requests are enclosed. 

Thank you again for your interest in this matter. A simitar response without enclosures is being 
sent to Chairman Stupak. 



Acting Assistant Commissioner 
for Legislation 

Enclosures 
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TTM MURPHY. reNNSYLVANIA 
MICHAEL C. BURGESS. TEXAS 
MARSHA BLACKBURN. TENNESSEE 


September 13 , 1001 


DENNIS a. FTTZGIBBONS. CHIEF OF STAFF 
GREGG A. ROTHSCHILD, CHIEF COUNSEL 


Mr. Jose Alvarez 
Chainnan and CEO 
Giant Food, Inc. 

8301 Professional Place, Suite 115 
Landover, MD 20785 

Dear Mr. Alvarez: 

Under Rules X and XI of the Rules of the United States House of Representatives, the 
Committee on Energy and Commerce and its Subcommittee on Oversight and Investigations are 
investigating the adequacy of the efforts of the Food and Drug Administration (FDA) to protect 
Americans fix>m unsafe food. We have been informed that Giant Food, Inc. stores (Gant) 
regularly sell its customers fresh meat that is packaged in an atmosphere containing carbon 
monoxide, which is designed to alter the color of the meat to make it appear fresh and 
wholesome indefinitely. 

Beyond the consumer deception involved, the Committee has concerns about the public 
health consequences of this packaging. These concerns are set out in the attached letters to 
Commissioner von Eschenbach and Secretary Leavitt dated February 9, 2006, and March 30, 
2006, respectively. 

As a large national grocery store chain that has chosen to sell meat packaged in an 
atmosphere containing carbon monoxide, we have questions regarding Giant’s decision to sell 
prepackaged fresh meats that have apparently been deceptively colored, and the conditions under 
which these products are sold. Accordingly, in order to assist the Committee in its investigation 
of the safety of the Nation’s food supply, we request that you provide the Committee with the 
following information: 

1. TempCTature Control 

We are interested in any special precautions that Giant employs to Msure that carbon 
monoxide treated meats are stored between 34-40®F. This is the temperature range that 
meatpacking companies used to support the extended “use or freeze by” dates indicated on these 
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treated meat packages in their Generally Recognized As Safe (GRAS) petitions to FDA. 

a. Has Giant commissioned or performed any in-house studies regarding the 
temperature of its storage and retail displays that house fresh meat and fish, if 
applicable, that have been treated with carbon monoxide? 

b. Does Giant measure the temperature in its fresh meat display cases? If so, please 
describe the protocols for measuring the temperature, including where in the display 
case the temperature is measured, e.g., top, bottom, front, or rear of the case. Please 
also provide the range of variation in temperature for each measurement period from 
January 1, 2004, forward for the 10 largest and 10 smallest Giant stores that sell 
fresh meat (measured hy value of meat sales, if available). If Giant does not 
measure the temperature of its fresh meat display cases, how does Giant ensure that 
the meat on display is not spoiled? 

c. Has Giant received any citations from regulators for inadequate temperature eontrol 
in meat since January 1 , 2004? If so, please provide all documents relating to such 
citations. 

d. Please descrihe the due diligence that Giant performs on the suppliers of such 

fresh meat products regarding temperature controls in the processing and transport of 
these products. 

2. Consumer Purchasing Behavior 

Please provide all information and all documents Giant has generated or examined 
relating to the following studies or focus groups regarding; 

a. Criteria for consumer selection of fresh meat products; 

b. Consumer acceptance of meat whose color is preserved by carbon monoxide; 

c. Consumer ability to smell or otherwise detect spoiling meat; and 

d. The ability and actual experience of consumers reading “use or freeze by” dates on 
packages. 

3. Labeling/Store Signs 

a. If applicable, please provide any special labeling or store signs that Giant employs to 
inform consumers that the meat has been treated with carbon monoxide, including 
any labeling or signs advising consumers that the color of treated meat should not be 
used to judge freshness. 
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b. Please describe how Giant assures that consumers, particularly those with poor 
eyesight, can read the “use or freeze by” dates on packages of carbon monoxide 
treated meat, and provide copies of any special labeling Giant used to assure 
readability of those dates. 

4. Shelf Life 

a. Upon receipt hy Giant and placement in the retail display case, what is the average 
shelf life remaining for carhon monoxide treated meat (i.e., how many days hefore 
the labeled “use or freeze by” date)? 

b. On average, how long is fresh meat that has not been treated with carbon monoxide 
held in the retail display case? 

c. Please describe and provide aU documents relating to any protocols Giant employs 
to ensure that meat that is past its labeled “use of freeze by” date is pulled from the 
display case and is no longer offered for sale, including steps the company takes to 
ensure that these protocols are followed. Please provide any disciplinary records 
regarding store managers that have violated these protocols (names of individuals, but 
not store locations, may be redacted). 

d. What does Giant do with carbon monoxide treated meat that remains unsold past the 
labeled “use or freeze by” date? 

e. How does Giant determine the shelf life of meat not treated with carbon monoxide? 

5. Losses Due to Spoilage 

a. What is the average loss due to spoilage of (1) ground meat and (2) other cuts that 
have been prepackaged in an atmosphere containing carbon monoxide? 

b. How does this loss compare to meat that is not treated with carbon monoxide? 

c. When such losses occur, does Giant absorb the loss or does the meat packer 
reimburse the stores for spoiled meat? 

d. Do the same commercial terms apply to carbon monoxide packed meat as meat that 
has not been so treated? 
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6. Consumer Complaints 

Does Giant have any system in place that is capable of documenting consumer complaints 
relating to carbon monoxide treated meat? If so, please describe such systems and provide any 
documents relating to such consumer complaints. 

Finally, to the extent not otherwise requested, please provide all records relating to 
Giant’s decision to sell ftesh meat products treated with carbon monoxide. Please note that, for 
the purpose of responding to the above request, the terms “records” and “relating” should be 
interpreted in accordance with the attachment to this letter. We request you supply all requested 
information no later than the close of business three weeks from the date of this letter. If this 
request is interpreted to require production of documents that would constitute an urueasonable 
burden on the company, it may be modified upon agreement with Committee staff. If you have 
any questions relating to this request, please contact us, or have your staff contact David Nelson 
or Kevin Barstow with the Corrunittee on Energy and Commerce staff at (202) 226-2424. 


Sincerely, 



Attachment 


cc: The Honorable Joe Barton, Ranking Member 

Committee on Energy and Commerce 

The Honorable Ed Whitfield, Ranking Member 
Subcommittee on Oversight and Investigations 
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ATTACHMENT 

1 . The term “records” is to be construed in the broadest sense and shall mean any written or 
graphic material, however produced or reproduced, of any kind or description, consisting 
of the original and any non-identical copy (whether different fiom the original because of 
notes made on or attached to such copy or otherwise) and drafts and both sides thereof, 
whether printed or recorded electronically or magnetically or stored in any type of data 
bank, including, but not limited to, the following: correspondence, memoranda, records, 
summaries of personal conversations or interviews, minutes or records of meetings or 
conferences, opinions or reports of consultants, projections, statistical statements, drafts, 
contracts, agreements, purchase orders, invoices, confirmations, telegraphs, telexes, 
agendas, books, notes, pamphlets, periodicals, reports, studies, evaluations, opinions, 
logs, diaries, desk calendars, appointment books, tape recordings, video recordings, e- 
mails, voice mails, computer tapes, or other computer stored matter, magnetic tapes, 
microfilm, microfiche, punch cards, all other records kept by electronic, photographic, or 
mechanical means, charts, photographs, notebooks, drawings, plans, inter-office 
communications, intra-office and intra-departmental communications, transcripts, checks 
and canceled checks, bank statements, ledgers, books, records or statements of accounts, 
and papers and things similar to any of the foregoing, however denominated. 

2. The terms “relating,” or “relate” as to any given subject means anything that constitutes, 
contains, embodies, identifies, deals with, or is in any manner whatsoever pertinent to 
that subject, including but not limited to records concerning the preparation of other 
records. 
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Kincj 6c Spalding 


King & Spalding LLP 
3 700 Pennsylvania Avenue, N.W. 
Washington, DC 20006-4706 
www.ksiaw.com 


Theodore M. Hester 
Direct Dial: (202) 626-2901 
Direct Fax: (202)626-3737 
thester@kslaw.com 


October 1 1 , 2007 


The Honorable John D. Dingell, Chairman 
Committee on Energy and Commerce 
The Honorable Bart Stupak, Chairman 
Subcommittee on Oversight and Investigations 
2125 Rayburn House Office Building 
Washington, D.C. 20515 

Dear Chairman Dingell and Chairman Stupak: 

On behalf of my clients. Giant Food LLC (“Giant”) and The Stop & Shop Supermarket 
Company LLC (“Stop & Shop”), I am writing to advise you that both companies will 
discontinue the use of low-oxygen, modified atmosphere packaging of meat products later this 
month. Stop & Shop/Giant will continue to evaluate technology and labeling that maximizes 
the safety and quality of the package content while making it easier for customers to identify 
freshness. 

Based on conversations I have had with Mr. Nelson on the Committee staff, it is my 
understanding that this decision by Stop & Shop/Giant addresses the concerns raised by your 
letter of September 13, 2007, to the CEO of Giant Food, and accordingly, that it will not be 
necessary for Stop & Shop/Giant to provide the Committee with the information requested by 
that letter. 



cc: The Honorable Joe Barton, Ranking Member 

Committee on Energy and Commerce 
The Honorable Ed Whitfield, Ranking Member 
Subcommittee on Oversight and Investigations 
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JOHN 0. DINGELU MICHIGAN 
CHAIRMAN 


JOE BARTON. TEXAS 
/MNKWS MEMBER 
RAiniM. HALL. TEXAS 
J. DENNIS HASTERT, HUNKS 
WED UPTON, MICHIGAN 
CUPP STEARNS. RORCA 
NATHAN OEAU GEORGIA 
EO WHnPEUJ, MNTUOCY 
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MARSHA R,jM:KBUflN, TENNESSEE 


September 13 , 2007 


DENNIS B. PITZGleeDNS, CHIEF OF STAFF 
GREGG A. ROTHSCHILD. CHIEF COUNSEL 


Mr. Robert J. Ulrich 
Chairman and CEO 
Target Corporation 
1000 Nicollet Mall 
Minneapolis, MN 55403 

Dear Mr. Ulrich: 

Under Rules X and XI of the Rules of the United States House of Representatives, the 
Committee on Energy and Commerce and its Subcommittee on Oversi^t and hivestigations are 
investigating the adequacy of the efforts of the Food and Drug Administration (FDA) to protect 
Americans from unsafe food. We have been informed that Target Corporation stores (Target), 
including SuperTarget stores, regularly sell its customers fresh meat that is packaged in an 
atmosphere containing carbon monoxide, which is designed to alter the color of the meat to make 
it appear fresh and wholesome indefinitely. 

Beyond the consumer deception involved, the Committee has concerns about the public 
health consequences of this packaging. These concerns are set out in the attached letters to 
Commissioner von Eschenbach and Secretary Leavitt dated February 9, 2006, and March 30, 
2006, respectively. 

As a large national grocery store chain toat has chosen to sell meat packaged in an 
atmosphere containing carbon monoxide, we have questions regarding Target’s decision to sell 
prepackaged fresh meats that have apparently been deceptively colored, and the conditions under 
which these products are sold. Accordingly, in order to assist the Committee in its investigation 
of the safety of the Nation’s food supply, we request that you provide the Committee with the 
following information: 

1. Temperature Control 

We are interested in any special precautions that Target employs to assure that carbon 
monoxide treated meats are stored between 34-40®F. This is the temperature range that 
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Adjacent fields to lot 6 (lots 5 and 7) were planted with onions (Exhibit 75). To the east, at a 
higher elevation, was a field of bell peppers. A catch pond below the bell pepper field 
retained irrigation run-off. A 300-400 foot wide buffer zone of bare ground separated the bell 
pepper field from cattle pastureland above it on the hills. Cattle graze in the hills during 
spring. In May, as the grass supply decreases after the rain stops, most of the cattle are 
moved to a feedlot located 1 .6 miles south of lot 6 section C, virhich contained about 3,500 
head of cattle between June and September. A small herd of goats, a few horses, and some 
dogs were also observed on the premises. 

West of Eade lot 6 is a dirt farm road, followed by railroad tracks. Cattlemen Road, another 
farm field, and the Salinas River. The river is three-fourths to one mile west of the field, at a 
lower elevation than the field. Approximately one-fourth mile northeast of the field is a 
reservoir used for pre-planting im'gatlon and dust control on the farm roads. No composting 
or waste management operations were observed in the area, investigators obsenred a pile of 
compost stored approximately two and one-half miles north of the subject field, which was 
gone a few days later. 

Red leaf lettuce was observed growing in section C of Eade lot 6 during field investigations. 
The field was not fenced. The pastureland on the hills to the east was enclosed with barbed 
wire fencing. The farm manager reported seeing coyotes, ground squirrels, hawks, and small 
binds around the field areas. He stated they put out 1 00 warfarin bait stations for ground 
squirrels, investigators observed tracks of raccoon, coyote, and birds on roads, near ponds, 
and in mud near a standpipe in the imlgaflon system. The area near the catch pond had a 
large number of ground squirrel bunows. On October 4, 2006, wild pig tracks wens observed 
at the catch pond above (east side) lot 6C and at another pond on the property. Wild pig 
tracks were also observed in the sand by the Salinas River, west of the field. Pig scat 
collected near the river contained partially digested carrots. In early October, the farm 
manager reported they started having problems with feral pigs around lot 9, which was 
planted with carrots. Lot 9 is about t -1 .3 miles north of lot 6C. 

CalFERT Environmental Sampling: Eade Ranch 

CalFERT investigators collected 1 02 environmental and product samples in and around Eade 
Ranch, including red leaf product, cattle feces from the feedlot, wild pig feces (collected in the 
river), water, and sediment. Of these, nine samples (nine percent) of cattle feces from the 
feedlot and one sample (one percent) of water from a cattle water trough were positive for E 
CO// 0157. No matches to the outbreak PFGE pattern were identified in these samples 
(Attachment 10). Positive sample locations are mapped in Figure 5. 
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Adjacent fields to lot 6 (lots 5 and 7) were planted with onions (Exhibit 75). To the east, at a 
higher elevation, was a field of bell peppers. A catch pond below the bell pepper field 
retained irrigation run-off. A 300-400 foot wide buffer zone of bare ground separated the bell 
pepper field from cattle pastureland above it on the hills. Cattle graze in the hills during 
spring. In May, as the grass supply decreases after the rain stops, most of the cattle are 
moved to a feedlot located 1 .6 miles south of lot 6 section C, virhich contained about 3,500 
head of cattle between June and September. A small herd of goats, a few horses, and some 
dogs were also observed on the premises. 

West of Eade lot 6 is a dirt farm road, followed by railroad tracks. Cattlemen Road, another 
farm field, and the Salinas River. The river is three-fourths to one mile west of the field, at a 
lower elevation than the field. Approximately one-fourth mile northeast of the field is a 
reservoir used for pre-planting im'gatlon and dust control on the farm roads. No composting 
or waste management operations were observed in the area, investigators obsenred a pile of 
compost stored approximately two and one-half miles north of the subject field, which was 
gone a few days later. 

Red leaf lettuce was observed growing in section C of Eade lot 6 during field investigations. 
The field was not fenced. The pastureland on the hills to the east was enclosed with barbed 
wire fencing. The farm manager reported seeing coyotes, ground squirrels, hawks, and small 
binds around the field areas. He stated they put out 1 00 warfarin bait stations for ground 
squirrels, investigators observed tracks of raccoon, coyote, and birds on roads, near ponds, 
and in mud near a standpipe in the imlgaflon system. The area near the catch pond had a 
large number of ground squirrel bunows. On October 4, 2006, wild pig tracks wens observed 
at the catch pond above (east side) lot 6C and at another pond on the property. Wild pig 
tracks were also observed in the sand by the Salinas River, west of the field. Pig scat 
collected near the river contained partially digested carrots. In early October, the farm 
manager reported they started having problems with feral pigs around lot 9, which was 
planted with carrots. Lot 9 is about t -1 .3 miles north of lot 6C. 

CalFERT Environmental Sampling: Eade Ranch 

CalFERT investigators collected 1 02 environmental and product samples in and around Eade 
Ranch, including red leaf product, cattle feces from the feedlot, wild pig feces (collected in the 
river), water, and sediment. Of these, nine samples (nine percent) of cattle feces from the 
feedlot and one sample (one percent) of water from a cattle water trough were positive for E 
CO// 0157. No matches to the outbreak PFGE pattern were identified in these samples 
(Attachment 10). Positive sample locations are mapped in Figure 5. 
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Adjacent fields to lot 6 (lots 5 and 7) were planted with onions (Exhibit 75). To the east, at a 
higher elevation, was a field of bell peppers. A catch pond below the bell pepper field 
retained irrigation run-off. A 300-400 foot wide buffer zone of bare ground separated the bell 
pepper field from cattle pastureland above it on the hills. Cattle graze in the hills during 
spring. In May, as the grass supply decreases after the rain stops, most of the cattle are 
moved to a feedlot located 1 .6 miles south of lot 6 section C, virhich contained about 3,500 
head of cattle between June and September. A small herd of goats, a few horses, and some 
dogs were also observed on the premises. 

West of Eade lot 6 is a dirt farm road, followed by railroad tracks. Cattlemen Road, another 
farm field, and the Salinas River. The river is three-fourths to one mile west of the field, at a 
lower elevation than the field. Approximately one-fourth mile northeast of the field is a 
reservoir used for pre-planting im'gatlon and dust control on the farm roads. No composting 
or waste management operations were observed in the area, investigators obsenred a pile of 
compost stored approximately two and one-half miles north of the subject field, which was 
gone a few days later. 

Red leaf lettuce was observed growing in section C of Eade lot 6 during field investigations. 
The field was not fenced. The pastureland on the hills to the east was enclosed with barbed 
wire fencing. The farm manager reported seeing coyotes, ground squirrels, hawks, and small 
binds around the field areas. He stated they put out 1 00 warfarin bait stations for ground 
squirrels, investigators observed tracks of raccoon, coyote, and birds on roads, near ponds, 
and in mud near a standpipe in the imlgaflon system. The area near the catch pond had a 
large number of ground squirrel bunows. On October 4, 2006, wild pig tracks wens observed 
at the catch pond above (east side) lot 6C and at another pond on the property. Wild pig 
tracks were also observed in the sand by the Salinas River, west of the field. Pig scat 
collected near the river contained partially digested carrots. In early October, the farm 
manager reported they started having problems with feral pigs around lot 9, which was 
planted with carrots. Lot 9 is about t -1 .3 miles north of lot 6C. 

CalFERT Environmental Sampling: Eade Ranch 

CalFERT investigators collected 1 02 environmental and product samples in and around Eade 
Ranch, including red leaf product, cattle feces from the feedlot, wild pig feces (collected in the 
river), water, and sediment. Of these, nine samples (nine percent) of cattle feces from the 
feedlot and one sample (one percent) of water from a cattle water trough were positive for E 
CO// 0157. No matches to the outbreak PFGE pattern were identified in these samples 
(Attachment 10). Positive sample locations are mapped in Figure 5. 
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Adjacent fields to lot 6 (lots 5 and 7) were planted with onions (Exhibit 75). To the east, at a 
higher elevation, was a field of bell peppers. A catch pond below the bell pepper field 
retained irrigation run-off. A 300-400 foot wide buffer zone of bare ground separated the bell 
pepper field from cattle pastureland above it on the hills. Cattle graze in the hills during 
spring. In May, as the grass supply decreases after the rain stops, most of the cattle are 
moved to a feedlot located 1 .6 miles south of lot 6 section C, virhich contained about 3,500 
head of cattle between June and September. A small herd of goats, a few horses, and some 
dogs were also observed on the premises. 

West of Eade lot 6 is a dirt farm road, followed by railroad tracks. Cattlemen Road, another 
farm field, and the Salinas River. The river is three-fourths to one mile west of the field, at a 
lower elevation than the field. Approximately one-fourth mile northeast of the field is a 
reservoir used for pre-planting im'gatlon and dust control on the farm roads. No composting 
or waste management operations were observed in the area, investigators obsenred a pile of 
compost stored approximately two and one-half miles north of the subject field, which was 
gone a few days later. 

Red leaf lettuce was observed growing in section C of Eade lot 6 during field investigations. 
The field was not fenced. The pastureland on the hills to the east was enclosed with barbed 
wire fencing. The farm manager reported seeing coyotes, ground squirrels, hawks, and small 
binds around the field areas. He stated they put out 1 00 warfarin bait stations for ground 
squirrels, investigators observed tracks of raccoon, coyote, and birds on roads, near ponds, 
and in mud near a standpipe in the imlgaflon system. The area near the catch pond had a 
large number of ground squirrel bunows. On October 4, 2006, wild pig tracks wens observed 
at the catch pond above (east side) lot 6C and at another pond on the property. Wild pig 
tracks were also observed in the sand by the Salinas River, west of the field. Pig scat 
collected near the river contained partially digested carrots. In early October, the farm 
manager reported they started having problems with feral pigs around lot 9, which was 
planted with carrots. Lot 9 is about t -1 .3 miles north of lot 6C. 

CalFERT Environmental Sampling: Eade Ranch 

CalFERT investigators collected 1 02 environmental and product samples in and around Eade 
Ranch, including red leaf product, cattle feces from the feedlot, wild pig feces (collected in the 
river), water, and sediment. Of these, nine samples (nine percent) of cattle feces from the 
feedlot and one sample (one percent) of water from a cattle water trough were positive for E 
CO// 0157. No matches to the outbreak PFGE pattern were identified in these samples 
(Attachment 10). Positive sample locations are mapped in Figure 5. 


Invastigefon of an coff0157:H7 

Outbreak Araodated with Dole Pre-Packaged s^dnatit 
Final: azi .07 


42 



584 


Adjacent fields to lot 6 (lots 5 and 7) were planted with onions (Exhibit 75). To the east, at a 
higher elevation, was a field of bell peppers. A catch pond below the bell pepper field 
retained irrigation run-off. A 300-400 foot wide buffer zone of bare ground separated the bell 
pepper field from cattle pastureland above it on the hills. Cattle graze in the hills during 
spring. In May, as the grass supply decreases after the rain stops, most of the cattle are 
moved to a feedlot located 1 .6 miles south of lot 6 section C, virhich contained about 3,500 
head of cattle between June and September. A small herd of goats, a few horses, and some 
dogs were also observed on the premises. 

West of Eade lot 6 is a dirt farm road, followed by railroad tracks. Cattlemen Road, another 
farm field, and the Salinas River. The river is three-fourths to one mile west of the field, at a 
lower elevation than the field. Approximately one-fourth mile northeast of the field is a 
reservoir used for pre-planting im'gatlon and dust control on the farm roads. No composting 
or waste management operations were observed in the area, investigators obsenred a pile of 
compost stored approximately two and one-half miles north of the subject field, which was 
gone a few days later. 

Red leaf lettuce was observed growing in section C of Eade lot 6 during field investigations. 
The field was not fenced. The pastureland on the hills to the east was enclosed with barbed 
wire fencing. The farm manager reported seeing coyotes, ground squirrels, hawks, and small 
binds around the field areas. He stated they put out 1 00 warfarin bait stations for ground 
squirrels, investigators observed tracks of raccoon, coyote, and birds on roads, near ponds, 
and in mud near a standpipe in the imlgaflon system. The area near the catch pond had a 
large number of ground squirrel bunows. On October 4, 2006, wild pig tracks wens observed 
at the catch pond above (east side) lot 6C and at another pond on the property. Wild pig 
tracks were also observed in the sand by the Salinas River, west of the field. Pig scat 
collected near the river contained partially digested carrots. In early October, the farm 
manager reported they started having problems with feral pigs around lot 9, which was 
planted with carrots. Lot 9 is about t -1 .3 miles north of lot 6C. 

CalFERT Environmental Sampling: Eade Ranch 

CalFERT investigators collected 1 02 environmental and product samples in and around Eade 
Ranch, including red leaf product, cattle feces from the feedlot, wild pig feces (collected in the 
river), water, and sediment. Of these, nine samples (nine percent) of cattle feces from the 
feedlot and one sample (one percent) of water from a cattle water trough were positive for E 
CO// 0157. No matches to the outbreak PFGE pattern were identified in these samples 
(Attachment 10). Positive sample locations are mapped in Figure 5. 
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Adjacent fields to lot 6 (lots 5 and 7) were planted with onions (Exhibit 75). To the east, at a 
higher elevation, was a field of bell peppers. A catch pond below the bell pepper field 
retained irrigation run-off. A 300-400 foot wide buffer zone of bare ground separated the bell 
pepper field from cattle pastureland above it on the hills. Cattle graze in the hills during 
spring. In May, as the grass supply decreases after the rain stops, most of the cattle are 
moved to a feedlot located 1 .6 miles south of lot 6 section C, virhich contained about 3,500 
head of cattle between June and September. A small herd of goats, a few horses, and some 
dogs were also observed on the premises. 

West of Eade lot 6 is a dirt farm road, followed by railroad tracks. Cattlemen Road, another 
farm field, and the Salinas River. The river is three-fourths to one mile west of the field, at a 
lower elevation than the field. Approximately one-fourth mile northeast of the field is a 
reservoir used for pre-planting im'gatlon and dust control on the farm roads. No composting 
or waste management operations were observed in the area, investigators obsenred a pile of 
compost stored approximately two and one-half miles north of the subject field, which was 
gone a few days later. 

Red leaf lettuce was observed growing in section C of Eade lot 6 during field investigations. 
The field was not fenced. The pastureland on the hills to the east was enclosed with barbed 
wire fencing. The farm manager reported seeing coyotes, ground squirrels, hawks, and small 
binds around the field areas. He stated they put out 1 00 warfarin bait stations for ground 
squirrels, investigators observed tracks of raccoon, coyote, and birds on roads, near ponds, 
and in mud near a standpipe in the imlgaflon system. The area near the catch pond had a 
large number of ground squirrel bunows. On October 4, 2006, wild pig tracks wens observed 
at the catch pond above (east side) lot 6C and at another pond on the property. Wild pig 
tracks were also observed in the sand by the Salinas River, west of the field. Pig scat 
collected near the river contained partially digested carrots. In early October, the farm 
manager reported they started having problems with feral pigs around lot 9, which was 
planted with carrots. Lot 9 is about t -1 .3 miles north of lot 6C. 

CalFERT Environmental Sampling: Eade Ranch 

CalFERT investigators collected 1 02 environmental and product samples in and around Eade 
Ranch, including red leaf product, cattle feces from the feedlot, wild pig feces (collected in the 
river), water, and sediment. Of these, nine samples (nine percent) of cattle feces from the 
feedlot and one sample (one percent) of water from a cattle water trough were positive for E 
CO// 0157. No matches to the outbreak PFGE pattern were identified in these samples 
(Attachment 10). Positive sample locations are mapped in Figure 5. 
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Adjacent fields to lot 6 (lots 5 and 7) were planted with onions (Exhibit 75). To the east, at a 
higher elevation, was a field of bell peppers. A catch pond below the bell pepper field 
retained irrigation run-off. A 300-400 foot wide buffer zone of bare ground separated the bell 
pepper field from cattle pastureland above it on the hills. Cattle graze in the hills during 
spring. In May, as the grass supply decreases after the rain stops, most of the cattle are 
moved to a feedlot located 1 .6 miles south of lot 6 section C, virhich contained about 3,500 
head of cattle between June and September. A small herd of goats, a few horses, and some 
dogs were also observed on the premises. 

West of Eade lot 6 is a dirt farm road, followed by railroad tracks. Cattlemen Road, another 
farm field, and the Salinas River. The river is three-fourths to one mile west of the field, at a 
lower elevation than the field. Approximately one-fourth mile northeast of the field is a 
reservoir used for pre-planting im'gatlon and dust control on the farm roads. No composting 
or waste management operations were observed in the area, investigators obsenred a pile of 
compost stored approximately two and one-half miles north of the subject field, which was 
gone a few days later. 

Red leaf lettuce was observed growing in section C of Eade lot 6 during field investigations. 
The field was not fenced. The pastureland on the hills to the east was enclosed with barbed 
wire fencing. The farm manager reported seeing coyotes, ground squirrels, hawks, and small 
binds around the field areas. He stated they put out 1 00 warfarin bait stations for ground 
squirrels, investigators observed tracks of raccoon, coyote, and birds on roads, near ponds, 
and in mud near a standpipe in the imlgaflon system. The area near the catch pond had a 
large number of ground squirrel bunows. On October 4, 2006, wild pig tracks wens observed 
at the catch pond above (east side) lot 6C and at another pond on the property. Wild pig 
tracks were also observed in the sand by the Salinas River, west of the field. Pig scat 
collected near the river contained partially digested carrots. In early October, the farm 
manager reported they started having problems with feral pigs around lot 9, which was 
planted with carrots. Lot 9 is about t -1 .3 miles north of lot 6C. 

CalFERT Environmental Sampling: Eade Ranch 

CalFERT investigators collected 1 02 environmental and product samples in and around Eade 
Ranch, including red leaf product, cattle feces from the feedlot, wild pig feces (collected in the 
river), water, and sediment. Of these, nine samples (nine percent) of cattle feces from the 
feedlot and one sample (one percent) of water from a cattle water trough were positive for E 
CO// 0157. No matches to the outbreak PFGE pattern were identified in these samples 
(Attachment 10). Positive sample locations are mapped in Figure 5. 
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Adjacent fields to lot 6 (lots 5 and 7) were planted with onions (Exhibit 75). To the east, at a 
higher elevation, was a field of bell peppers. A catch pond below the bell pepper field 
retained irrigation run-off. A 300-400 foot wide buffer zone of bare ground separated the bell 
pepper field from cattle pastureland above it on the hills. Cattle graze in the hills during 
spring. In May, as the grass supply decreases after the rain stops, most of the cattle are 
moved to a feedlot located 1 .6 miles south of lot 6 section C, virhich contained about 3,500 
head of cattle between June and September. A small herd of goats, a few horses, and some 
dogs were also observed on the premises. 

West of Eade lot 6 is a dirt farm road, followed by railroad tracks. Cattlemen Road, another 
farm field, and the Salinas River. The river is three-fourths to one mile west of the field, at a 
lower elevation than the field. Approximately one-fourth mile northeast of the field is a 
reservoir used for pre-planting im'gatlon and dust control on the farm roads. No composting 
or waste management operations were observed in the area, investigators obsenred a pile of 
compost stored approximately two and one-half miles north of the subject field, which was 
gone a few days later. 

Red leaf lettuce was observed growing in section C of Eade lot 6 during field investigations. 
The field was not fenced. The pastureland on the hills to the east was enclosed with barbed 
wire fencing. The farm manager reported seeing coyotes, ground squirrels, hawks, and small 
binds around the field areas. He stated they put out 1 00 warfarin bait stations for ground 
squirrels, investigators observed tracks of raccoon, coyote, and birds on roads, near ponds, 
and in mud near a standpipe in the imlgaflon system. The area near the catch pond had a 
large number of ground squirrel bunows. On October 4, 2006, wild pig tracks wens observed 
at the catch pond above (east side) lot 6C and at another pond on the property. Wild pig 
tracks were also observed in the sand by the Salinas River, west of the field. Pig scat 
collected near the river contained partially digested carrots. In early October, the farm 
manager reported they started having problems with feral pigs around lot 9, which was 
planted with carrots. Lot 9 is about t -1 .3 miles north of lot 6C. 

CalFERT Environmental Sampling: Eade Ranch 

CalFERT investigators collected 1 02 environmental and product samples in and around Eade 
Ranch, including red leaf product, cattle feces from the feedlot, wild pig feces (collected in the 
river), water, and sediment. Of these, nine samples (nine percent) of cattle feces from the 
feedlot and one sample (one percent) of water from a cattle water trough were positive for E 
CO// 0157. No matches to the outbreak PFGE pattern were identified in these samples 
(Attachment 10). Positive sample locations are mapped in Figure 5. 
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Adjacent fields to lot 6 (lots 5 and 7) were planted with onions (Exhibit 75). To the east, at a 
higher elevation, was a field of bell peppers. A catch pond below the bell pepper field 
retained irrigation run-off. A 300-400 foot wide buffer zone of bare ground separated the bell 
pepper field from cattle pastureland above it on the hills. Cattle graze in the hills during 
spring. In May, as the grass supply decreases after the rain stops, most of the cattle are 
moved to a feedlot located 1 .6 miles south of lot 6 section C, virhich contained about 3,500 
head of cattle between June and September. A small herd of goats, a few horses, and some 
dogs were also observed on the premises. 

West of Eade lot 6 is a dirt farm road, followed by railroad tracks. Cattlemen Road, another 
farm field, and the Salinas River. The river is three-fourths to one mile west of the field, at a 
lower elevation than the field. Approximately one-fourth mile northeast of the field is a 
reservoir used for pre-planting im'gatlon and dust control on the farm roads. No composting 
or waste management operations were observed in the area, investigators obsenred a pile of 
compost stored approximately two and one-half miles north of the subject field, which was 
gone a few days later. 

Red leaf lettuce was observed growing in section C of Eade lot 6 during field investigations. 
The field was not fenced. The pastureland on the hills to the east was enclosed with barbed 
wire fencing. The farm manager reported seeing coyotes, ground squirrels, hawks, and small 
binds around the field areas. He stated they put out 1 00 warfarin bait stations for ground 
squirrels, investigators observed tracks of raccoon, coyote, and birds on roads, near ponds, 
and in mud near a standpipe in the imlgaflon system. The area near the catch pond had a 
large number of ground squirrel bunows. On October 4, 2006, wild pig tracks wens observed 
at the catch pond above (east side) lot 6C and at another pond on the property. Wild pig 
tracks were also observed in the sand by the Salinas River, west of the field. Pig scat 
collected near the river contained partially digested carrots. In early October, the farm 
manager reported they started having problems with feral pigs around lot 9, which was 
planted with carrots. Lot 9 is about t -1 .3 miles north of lot 6C. 

CalFERT Environmental Sampling: Eade Ranch 

CalFERT investigators collected 1 02 environmental and product samples in and around Eade 
Ranch, including red leaf product, cattle feces from the feedlot, wild pig feces (collected in the 
river), water, and sediment. Of these, nine samples (nine percent) of cattle feces from the 
feedlot and one sample (one percent) of water from a cattle water trough were positive for E 
CO// 0157. No matches to the outbreak PFGE pattern were identified in these samples 
(Attachment 10). Positive sample locations are mapped in Figure 5. 
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Adjacent fields to lot 6 (lots 5 and 7) were planted with onions (Exhibit 75). To the east, at a 
higher elevation, was a field of bell peppers. A catch pond below the bell pepper field 
retained irrigation run-off. A 300-400 foot wide buffer zone of bare ground separated the bell 
pepper field from cattle pastureland above it on the hills. Cattle graze in the hills during 
spring. In May, as the grass supply decreases after the rain stops, most of the cattle are 
moved to a feedlot located 1 .6 miles south of lot 6 section C, virhich contained about 3,500 
head of cattle between June and September. A small herd of goats, a few horses, and some 
dogs were also observed on the premises. 

West of Eade lot 6 is a dirt farm road, followed by railroad tracks. Cattlemen Road, another 
farm field, and the Salinas River. The river is three-fourths to one mile west of the field, at a 
lower elevation than the field. Approximately one-fourth mile northeast of the field is a 
reservoir used for pre-planting im'gatlon and dust control on the farm roads. No composting 
or waste management operations were observed in the area, investigators obsenred a pile of 
compost stored approximately two and one-half miles north of the subject field, which was 
gone a few days later. 

Red leaf lettuce was observed growing in section C of Eade lot 6 during field investigations. 
The field was not fenced. The pastureland on the hills to the east was enclosed with barbed 
wire fencing. The farm manager reported seeing coyotes, ground squirrels, hawks, and small 
binds around the field areas. He stated they put out 1 00 warfarin bait stations for ground 
squirrels, investigators observed tracks of raccoon, coyote, and birds on roads, near ponds, 
and in mud near a standpipe in the imlgaflon system. The area near the catch pond had a 
large number of ground squirrel bunows. On October 4, 2006, wild pig tracks wens observed 
at the catch pond above (east side) lot 6C and at another pond on the property. Wild pig 
tracks were also observed in the sand by the Salinas River, west of the field. Pig scat 
collected near the river contained partially digested carrots. In early October, the farm 
manager reported they started having problems with feral pigs around lot 9, which was 
planted with carrots. Lot 9 is about t -1 .3 miles north of lot 6C. 

CalFERT Environmental Sampling: Eade Ranch 

CalFERT investigators collected 1 02 environmental and product samples in and around Eade 
Ranch, including red leaf product, cattle feces from the feedlot, wild pig feces (collected in the 
river), water, and sediment. Of these, nine samples (nine percent) of cattle feces from the 
feedlot and one sample (one percent) of water from a cattle water trough were positive for E 
CO// 0157. No matches to the outbreak PFGE pattern were identified in these samples 
(Attachment 10). Positive sample locations are mapped in Figure 5. 
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Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which includes all photos and figures is 
available at: http://www.dhs.ca.oov/fdb/H~naL/Foocl/EnvlnvRDthtm 


Figure 5: Eade Ranch Positive E. coll 0157:H7 Sample Locations 
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Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which includes all photos and figures is 
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Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which includes all photos and figures is 
available at: http://www.dhs.ca.oov/fdb/H~naL/Foocl/EnvlnvRDthtm 


Figure 5: Eade Ranch Positive E. coll 0157:H7 Sample Locations 


InvesfiQBliwT of cn oafi0157:H7 

Outbreak Asaodalad with Dole Pre-Paokag^ S;dnach 
Final: 3.21 .07 


43 



595 


Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which includes all photos and figures is 
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Photo's and figures have been redacted from this report version for users with dial-up 
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Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which includes all photos and figures is 
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Third l^rtv Laboratory TechnIauBS Discussion 

A number of the firms involved in this investigation made use of third party laboratories during 
the course of this investigation, either as part of their own food safety monitoring or in an 
attempt to duplicate CalFERT sampling. A variety of methodologies were used by these third 
party laboratories for detection of E. co// 0157:H7. Presumptive testing by Primus Involved 
enrichment of a sample for 20 hours and then testing for E. co// 01 57:H7 using the 
“RapIdChsk” test kit. Following presumptive positive test results, the confirmatory 
methodology used a commercially available latex agglutination test (E. coli Pro 0157). JL, 
which is wholly owned by lEH, provided sampling and testing services for Mission Ranches. 
The samples were pre-enriched for eight hours and then each sample was tested using both 
a lateral flow test (manufactured by Neogen, AOAC approved for recovery of E. co//0157:H7 
from foods) and multiplex Polymerase Chain Reaction (PCR) technique. Samples that 
showed a reaction for E. co//0157;H7 were purified using immunomagnetic bead separation. 
The resulting concentrated sample was tested by multiplex PCR using a different set of 
primers. 

lEH provided sampling and testing services to NSF. lEH reported using the same technique 
but using a USDA Food Safety Inspection Service (FSIS) Bacteriological Analytical Manual 
(BAM) approved method to confirm positive results. There are many quick tests in the 
market |:kace for analysis of E. co// 01 57:H7. However, tests vary in sensitivity and 
specificity, as well as the matrices for which they have been validated. 


Summary of Observatlona 

CalFERT investigators collected information, records, environmental samples, and product 
samples at the NSF processing facilKy, implicated harvesters, and implicated fields pertaining 
to this E. co//0157;H7 outbreak associated with Dole brand Baby Spinach. 

NSF Processing Facility Investigation 

Dole brand Baby Spinach, manufactured at NSF on August 15, 2006, with product codes 
beginning "P227A", traced back to four fields located In Monterey and San Benito counties In 
California. The fields were located on the Paicines, Wickstrom, Talx, and Eade Ranches. 
NSF operated two processing faciRties, both located in San Juan Bautista, California at the 
time this investigation began. NSF initiated operation In the South facility on April 1 . 2006. 
Information and documents obtained from NSF revealed the firm did not update nor review 
procedures (HACCP plan, SOPs, SSOPs) already in use at the North facility prior to initiation 
of production at the South facility. The firm intended for these procedures to apply to both 
facilities, but the procedures were not customized for South facility operations. 

Environmental samples that were collected by CalFERT investigators from the North NSF 
facility (n = 7) and from the South NSF facility (n = 9) were negative for E. coli 01 57:H7. 
Finished product retention samples (n = 8), manufactured at the South NSF facility on August 
30, 2006, were also collected and found negative for £ co// 01 57:H7. During the production 
week from August 14-19, 2006, the NSF South facility had the highest weekly production 
volume of the month. Between August 13-20, 2006, production email exchanges revealed 
that the South facility undenwent a string of personnel shortages, including nine absent 
employees on Sunday, August . 13, the date of the weekly extended sanitation shift. 

Personnel records revealed that a number of employee absences were due to illness or 
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Third l^rtv Laboratory TechnIauBS Discussion 

A number of the firms involved in this investigation made use of third party laboratories during 
the course of this investigation, either as part of their own food safety monitoring or in an 
attempt to duplicate CalFERT sampling. A variety of methodologies were used by these third 
party laboratories for detection of E. co// 0157:H7. Presumptive testing by Primus Involved 
enrichment of a sample for 20 hours and then testing for E. co// 01 57:H7 using the 
“RapIdChsk” test kit. Following presumptive positive test results, the confirmatory 
methodology used a commercially available latex agglutination test (E. coli Pro 0157). JL, 
which is wholly owned by lEH, provided sampling and testing services for Mission Ranches. 
The samples were pre-enriched for eight hours and then each sample was tested using both 
a lateral flow test (manufactured by Neogen, AOAC approved for recovery of E. co//0157:H7 
from foods) and multiplex Polymerase Chain Reaction (PCR) technique. Samples that 
showed a reaction for E. co//0157;H7 were purified using immunomagnetic bead separation. 
The resulting concentrated sample was tested by multiplex PCR using a different set of 
primers. 

lEH provided sampling and testing services to NSF. lEH reported using the same technique 
but using a USDA Food Safety Inspection Service (FSIS) Bacteriological Analytical Manual 
(BAM) approved method to confirm positive results. There are many quick tests in the 
market |:kace for analysis of E. co// 01 57:H7. However, tests vary in sensitivity and 
specificity, as well as the matrices for which they have been validated. 


Summary of Observatlona 

CalFERT investigators collected information, records, environmental samples, and product 
samples at the NSF processing facilKy, implicated harvesters, and implicated fields pertaining 
to this E. co//0157;H7 outbreak associated with Dole brand Baby Spinach. 

NSF Processing Facility Investigation 

Dole brand Baby Spinach, manufactured at NSF on August 15, 2006, with product codes 
beginning "P227A", traced back to four fields located In Monterey and San Benito counties In 
California. The fields were located on the Paicines, Wickstrom, Talx, and Eade Ranches. 
NSF operated two processing faciRties, both located in San Juan Bautista, California at the 
time this investigation began. NSF initiated operation In the South facility on April 1 . 2006. 
Information and documents obtained from NSF revealed the firm did not update nor review 
procedures (HACCP plan, SOPs, SSOPs) already in use at the North facility prior to initiation 
of production at the South facility. The firm intended for these procedures to apply to both 
facilities, but the procedures were not customized for South facility operations. 

Environmental samples that were collected by CalFERT investigators from the North NSF 
facility (n = 7) and from the South NSF facility (n = 9) were negative for E. coli 01 57:H7. 
Finished product retention samples (n = 8), manufactured at the South NSF facility on August 
30, 2006, were also collected and found negative for £ co// 01 57:H7. During the production 
week from August 14-19, 2006, the NSF South facility had the highest weekly production 
volume of the month. Between August 13-20, 2006, production email exchanges revealed 
that the South facility undenwent a string of personnel shortages, including nine absent 
employees on Sunday, August . 13, the date of the weekly extended sanitation shift. 

Personnel records revealed that a number of employee absences were due to illness or 
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Third l^rtv Laboratory TechnIauBS Discussion 

A number of the firms involved in this investigation made use of third party laboratories during 
the course of this investigation, either as part of their own food safety monitoring or in an 
attempt to duplicate CalFERT sampling. A variety of methodologies were used by these third 
party laboratories for detection of E. co// 0157:H7. Presumptive testing by Primus Involved 
enrichment of a sample for 20 hours and then testing for E. co// 01 57:H7 using the 
“RapIdChsk” test kit. Following presumptive positive test results, the confirmatory 
methodology used a commercially available latex agglutination test (E. coli Pro 0157). JL, 
which is wholly owned by lEH, provided sampling and testing services for Mission Ranches. 
The samples were pre-enriched for eight hours and then each sample was tested using both 
a lateral flow test (manufactured by Neogen, AOAC approved for recovery of E. co//0157:H7 
from foods) and multiplex Polymerase Chain Reaction (PCR) technique. Samples that 
showed a reaction for E. co//0157;H7 were purified using immunomagnetic bead separation. 
The resulting concentrated sample was tested by multiplex PCR using a different set of 
primers. 

lEH provided sampling and testing services to NSF. lEH reported using the same technique 
but using a USDA Food Safety Inspection Service (FSIS) Bacteriological Analytical Manual 
(BAM) approved method to confirm positive results. There are many quick tests in the 
market |:kace for analysis of E. co// 01 57:H7. However, tests vary in sensitivity and 
specificity, as well as the matrices for which they have been validated. 


Summary of Observatlona 

CalFERT investigators collected information, records, environmental samples, and product 
samples at the NSF processing facilKy, implicated harvesters, and implicated fields pertaining 
to this E. co//0157;H7 outbreak associated with Dole brand Baby Spinach. 

NSF Processing Facility Investigation 

Dole brand Baby Spinach, manufactured at NSF on August 15, 2006, with product codes 
beginning "P227A", traced back to four fields located In Monterey and San Benito counties In 
California. The fields were located on the Paicines, Wickstrom, Talx, and Eade Ranches. 
NSF operated two processing faciRties, both located in San Juan Bautista, California at the 
time this investigation began. NSF initiated operation In the South facility on April 1 . 2006. 
Information and documents obtained from NSF revealed the firm did not update nor review 
procedures (HACCP plan, SOPs, SSOPs) already in use at the North facility prior to initiation 
of production at the South facility. The firm intended for these procedures to apply to both 
facilities, but the procedures were not customized for South facility operations. 

Environmental samples that were collected by CalFERT investigators from the North NSF 
facility (n = 7) and from the South NSF facility (n = 9) were negative for E. coli 01 57:H7. 
Finished product retention samples (n = 8), manufactured at the South NSF facility on August 
30, 2006, were also collected and found negative for £ co// 01 57:H7. During the production 
week from August 14-19, 2006, the NSF South facility had the highest weekly production 
volume of the month. Between August 13-20, 2006, production email exchanges revealed 
that the South facility undenwent a string of personnel shortages, including nine absent 
employees on Sunday, August . 13, the date of the weekly extended sanitation shift. 

Personnel records revealed that a number of employee absences were due to illness or 
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Third l^rtv Laboratory TechnIauBS Discussion 

A number of the firms involved in this investigation made use of third party laboratories during 
the course of this investigation, either as part of their own food safety monitoring or in an 
attempt to duplicate CalFERT sampling. A variety of methodologies were used by these third 
party laboratories for detection of E. co// 0157:H7. Presumptive testing by Primus Involved 
enrichment of a sample for 20 hours and then testing for E. co// 01 57:H7 using the 
“RapIdChsk” test kit. Following presumptive positive test results, the confirmatory 
methodology used a commercially available latex agglutination test (E. coli Pro 0157). JL, 
which is wholly owned by lEH, provided sampling and testing services for Mission Ranches. 
The samples were pre-enriched for eight hours and then each sample was tested using both 
a lateral flow test (manufactured by Neogen, AOAC approved for recovery of E. co//0157:H7 
from foods) and multiplex Polymerase Chain Reaction (PCR) technique. Samples that 
showed a reaction for E. co//0157;H7 were purified using immunomagnetic bead separation. 
The resulting concentrated sample was tested by multiplex PCR using a different set of 
primers. 

lEH provided sampling and testing services to NSF. lEH reported using the same technique 
but using a USDA Food Safety Inspection Service (FSIS) Bacteriological Analytical Manual 
(BAM) approved method to confirm positive results. There are many quick tests in the 
market |:kace for analysis of E. co// 01 57:H7. However, tests vary in sensitivity and 
specificity, as well as the matrices for which they have been validated. 


Summary of Observatlona 

CalFERT investigators collected information, records, environmental samples, and product 
samples at the NSF processing facilKy, implicated harvesters, and implicated fields pertaining 
to this E. co//0157;H7 outbreak associated with Dole brand Baby Spinach. 

NSF Processing Facility Investigation 

Dole brand Baby Spinach, manufactured at NSF on August 15, 2006, with product codes 
beginning "P227A", traced back to four fields located In Monterey and San Benito counties In 
California. The fields were located on the Paicines, Wickstrom, Talx, and Eade Ranches. 
NSF operated two processing faciRties, both located in San Juan Bautista, California at the 
time this investigation began. NSF initiated operation In the South facility on April 1 . 2006. 
Information and documents obtained from NSF revealed the firm did not update nor review 
procedures (HACCP plan, SOPs, SSOPs) already in use at the North facility prior to initiation 
of production at the South facility. The firm intended for these procedures to apply to both 
facilities, but the procedures were not customized for South facility operations. 

Environmental samples that were collected by CalFERT investigators from the North NSF 
facility (n = 7) and from the South NSF facility (n = 9) were negative for E. coli 01 57:H7. 
Finished product retention samples (n = 8), manufactured at the South NSF facility on August 
30, 2006, were also collected and found negative for £ co// 01 57:H7. During the production 
week from August 14-19, 2006, the NSF South facility had the highest weekly production 
volume of the month. Between August 13-20, 2006, production email exchanges revealed 
that the South facility undenwent a string of personnel shortages, including nine absent 
employees on Sunday, August . 13, the date of the weekly extended sanitation shift. 

Personnel records revealed that a number of employee absences were due to illness or 
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Third l^rtv Laboratory TechnIauBS Discussion 

A number of the firms involved in this investigation made use of third party laboratories during 
the course of this investigation, either as part of their own food safety monitoring or in an 
attempt to duplicate CalFERT sampling. A variety of methodologies were used by these third 
party laboratories for detection of E. co// 0157:H7. Presumptive testing by Primus Involved 
enrichment of a sample for 20 hours and then testing for E. co// 01 57:H7 using the 
“RapIdChsk” test kit. Following presumptive positive test results, the confirmatory 
methodology used a commercially available latex agglutination test (E. coli Pro 0157). JL, 
which is wholly owned by lEH, provided sampling and testing services for Mission Ranches. 
The samples were pre-enriched for eight hours and then each sample was tested using both 
a lateral flow test (manufactured by Neogen, AOAC approved for recovery of E. co//0157:H7 
from foods) and multiplex Polymerase Chain Reaction (PCR) technique. Samples that 
showed a reaction for E. co//0157;H7 were purified using immunomagnetic bead separation. 
The resulting concentrated sample was tested by multiplex PCR using a different set of 
primers. 

lEH provided sampling and testing services to NSF. lEH reported using the same technique 
but using a USDA Food Safety Inspection Service (FSIS) Bacteriological Analytical Manual 
(BAM) approved method to confirm positive results. There are many quick tests in the 
market |:kace for analysis of E. co// 01 57:H7. However, tests vary in sensitivity and 
specificity, as well as the matrices for which they have been validated. 


Summary of Observatlona 

CalFERT investigators collected information, records, environmental samples, and product 
samples at the NSF processing facilKy, implicated harvesters, and implicated fields pertaining 
to this E. co//0157;H7 outbreak associated with Dole brand Baby Spinach. 

NSF Processing Facility Investigation 

Dole brand Baby Spinach, manufactured at NSF on August 15, 2006, with product codes 
beginning "P227A", traced back to four fields located In Monterey and San Benito counties In 
California. The fields were located on the Paicines, Wickstrom, Talx, and Eade Ranches. 
NSF operated two processing faciRties, both located in San Juan Bautista, California at the 
time this investigation began. NSF initiated operation In the South facility on April 1 . 2006. 
Information and documents obtained from NSF revealed the firm did not update nor review 
procedures (HACCP plan, SOPs, SSOPs) already in use at the North facility prior to initiation 
of production at the South facility. The firm intended for these procedures to apply to both 
facilities, but the procedures were not customized for South facility operations. 

Environmental samples that were collected by CalFERT investigators from the North NSF 
facility (n = 7) and from the South NSF facility (n = 9) were negative for E. coli 01 57:H7. 
Finished product retention samples (n = 8), manufactured at the South NSF facility on August 
30, 2006, were also collected and found negative for £ co// 01 57:H7. During the production 
week from August 14-19, 2006, the NSF South facility had the highest weekly production 
volume of the month. Between August 13-20, 2006, production email exchanges revealed 
that the South facility undenwent a string of personnel shortages, including nine absent 
employees on Sunday, August . 13, the date of the weekly extended sanitation shift. 

Personnel records revealed that a number of employee absences were due to illness or 
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Third l^rtv Laboratory TechnIauBS Discussion 

A number of the firms involved in this investigation made use of third party laboratories during 
the course of this investigation, either as part of their own food safety monitoring or in an 
attempt to duplicate CalFERT sampling. A variety of methodologies were used by these third 
party laboratories for detection of E. co// 0157:H7. Presumptive testing by Primus Involved 
enrichment of a sample for 20 hours and then testing for E. co// 01 57:H7 using the 
“RapIdChsk” test kit. Following presumptive positive test results, the confirmatory 
methodology used a commercially available latex agglutination test (E. coli Pro 0157). JL, 
which is wholly owned by lEH, provided sampling and testing services for Mission Ranches. 
The samples were pre-enriched for eight hours and then each sample was tested using both 
a lateral flow test (manufactured by Neogen, AOAC approved for recovery of E. co//0157:H7 
from foods) and multiplex Polymerase Chain Reaction (PCR) technique. Samples that 
showed a reaction for E. co//0157;H7 were purified using immunomagnetic bead separation. 
The resulting concentrated sample was tested by multiplex PCR using a different set of 
primers. 

lEH provided sampling and testing services to NSF. lEH reported using the same technique 
but using a USDA Food Safety Inspection Service (FSIS) Bacteriological Analytical Manual 
(BAM) approved method to confirm positive results. There are many quick tests in the 
market |:kace for analysis of E. co// 01 57:H7. However, tests vary in sensitivity and 
specificity, as well as the matrices for which they have been validated. 


Summary of Observatlona 

CalFERT investigators collected information, records, environmental samples, and product 
samples at the NSF processing facilKy, implicated harvesters, and implicated fields pertaining 
to this E. co//0157;H7 outbreak associated with Dole brand Baby Spinach. 

NSF Processing Facility Investigation 

Dole brand Baby Spinach, manufactured at NSF on August 15, 2006, with product codes 
beginning "P227A", traced back to four fields located In Monterey and San Benito counties In 
California. The fields were located on the Paicines, Wickstrom, Talx, and Eade Ranches. 
NSF operated two processing faciRties, both located in San Juan Bautista, California at the 
time this investigation began. NSF initiated operation In the South facility on April 1 . 2006. 
Information and documents obtained from NSF revealed the firm did not update nor review 
procedures (HACCP plan, SOPs, SSOPs) already in use at the North facility prior to initiation 
of production at the South facility. The firm intended for these procedures to apply to both 
facilities, but the procedures were not customized for South facility operations. 

Environmental samples that were collected by CalFERT investigators from the North NSF 
facility (n = 7) and from the South NSF facility (n = 9) were negative for E. coli 01 57:H7. 
Finished product retention samples (n = 8), manufactured at the South NSF facility on August 
30, 2006, were also collected and found negative for £ co// 01 57:H7. During the production 
week from August 14-19, 2006, the NSF South facility had the highest weekly production 
volume of the month. Between August 13-20, 2006, production email exchanges revealed 
that the South facility undenwent a string of personnel shortages, including nine absent 
employees on Sunday, August . 13, the date of the weekly extended sanitation shift. 

Personnel records revealed that a number of employee absences were due to illness or 
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Third l^rtv Laboratory TechnIauBS Discussion 

A number of the firms involved in this investigation made use of third party laboratories during 
the course of this investigation, either as part of their own food safety monitoring or in an 
attempt to duplicate CalFERT sampling. A variety of methodologies were used by these third 
party laboratories for detection of E. co// 0157:H7. Presumptive testing by Primus Involved 
enrichment of a sample for 20 hours and then testing for E. co// 01 57:H7 using the 
“RapIdChsk” test kit. Following presumptive positive test results, the confirmatory 
methodology used a commercially available latex agglutination test (E. coli Pro 0157). JL, 
which is wholly owned by lEH, provided sampling and testing services for Mission Ranches. 
The samples were pre-enriched for eight hours and then each sample was tested using both 
a lateral flow test (manufactured by Neogen, AOAC approved for recovery of E. co//0157:H7 
from foods) and multiplex Polymerase Chain Reaction (PCR) technique. Samples that 
showed a reaction for E. co//0157;H7 were purified using immunomagnetic bead separation. 
The resulting concentrated sample was tested by multiplex PCR using a different set of 
primers. 

lEH provided sampling and testing services to NSF. lEH reported using the same technique 
but using a USDA Food Safety Inspection Service (FSIS) Bacteriological Analytical Manual 
(BAM) approved method to confirm positive results. There are many quick tests in the 
market |:kace for analysis of E. co// 01 57:H7. However, tests vary in sensitivity and 
specificity, as well as the matrices for which they have been validated. 


Summary of Observatlona 

CalFERT investigators collected information, records, environmental samples, and product 
samples at the NSF processing facilKy, implicated harvesters, and implicated fields pertaining 
to this E. co//0157;H7 outbreak associated with Dole brand Baby Spinach. 

NSF Processing Facility Investigation 

Dole brand Baby Spinach, manufactured at NSF on August 15, 2006, with product codes 
beginning "P227A", traced back to four fields located In Monterey and San Benito counties In 
California. The fields were located on the Paicines, Wickstrom, Talx, and Eade Ranches. 
NSF operated two processing faciRties, both located in San Juan Bautista, California at the 
time this investigation began. NSF initiated operation In the South facility on April 1 . 2006. 
Information and documents obtained from NSF revealed the firm did not update nor review 
procedures (HACCP plan, SOPs, SSOPs) already in use at the North facility prior to initiation 
of production at the South facility. The firm intended for these procedures to apply to both 
facilities, but the procedures were not customized for South facility operations. 

Environmental samples that were collected by CalFERT investigators from the North NSF 
facility (n = 7) and from the South NSF facility (n = 9) were negative for E. coli 01 57:H7. 
Finished product retention samples (n = 8), manufactured at the South NSF facility on August 
30, 2006, were also collected and found negative for £ co// 01 57:H7. During the production 
week from August 14-19, 2006, the NSF South facility had the highest weekly production 
volume of the month. Between August 13-20, 2006, production email exchanges revealed 
that the South facility undenwent a string of personnel shortages, including nine absent 
employees on Sunday, August . 13, the date of the weekly extended sanitation shift. 

Personnel records revealed that a number of employee absences were due to illness or 
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Third l^rtv Laboratory TechnIauBS Discussion 

A number of the firms involved in this investigation made use of third party laboratories during 
the course of this investigation, either as part of their own food safety monitoring or in an 
attempt to duplicate CalFERT sampling. A variety of methodologies were used by these third 
party laboratories for detection of E. co// 0157:H7. Presumptive testing by Primus Involved 
enrichment of a sample for 20 hours and then testing for E. co// 01 57:H7 using the 
“RapIdChsk” test kit. Following presumptive positive test results, the confirmatory 
methodology used a commercially available latex agglutination test (E. coli Pro 0157). JL, 
which is wholly owned by lEH, provided sampling and testing services for Mission Ranches. 
The samples were pre-enriched for eight hours and then each sample was tested using both 
a lateral flow test (manufactured by Neogen, AOAC approved for recovery of E. co//0157:H7 
from foods) and multiplex Polymerase Chain Reaction (PCR) technique. Samples that 
showed a reaction for E. co//0157;H7 were purified using immunomagnetic bead separation. 
The resulting concentrated sample was tested by multiplex PCR using a different set of 
primers. 

lEH provided sampling and testing services to NSF. lEH reported using the same technique 
but using a USDA Food Safety Inspection Service (FSIS) Bacteriological Analytical Manual 
(BAM) approved method to confirm positive results. There are many quick tests in the 
market |:kace for analysis of E. co// 01 57:H7. However, tests vary in sensitivity and 
specificity, as well as the matrices for which they have been validated. 


Summary of Observatlona 

CalFERT investigators collected information, records, environmental samples, and product 
samples at the NSF processing facilKy, implicated harvesters, and implicated fields pertaining 
to this E. co//0157;H7 outbreak associated with Dole brand Baby Spinach. 

NSF Processing Facility Investigation 

Dole brand Baby Spinach, manufactured at NSF on August 15, 2006, with product codes 
beginning "P227A", traced back to four fields located In Monterey and San Benito counties In 
California. The fields were located on the Paicines, Wickstrom, Talx, and Eade Ranches. 
NSF operated two processing faciRties, both located in San Juan Bautista, California at the 
time this investigation began. NSF initiated operation In the South facility on April 1 . 2006. 
Information and documents obtained from NSF revealed the firm did not update nor review 
procedures (HACCP plan, SOPs, SSOPs) already in use at the North facility prior to initiation 
of production at the South facility. The firm intended for these procedures to apply to both 
facilities, but the procedures were not customized for South facility operations. 

Environmental samples that were collected by CalFERT investigators from the North NSF 
facility (n = 7) and from the South NSF facility (n = 9) were negative for E. coli 01 57:H7. 
Finished product retention samples (n = 8), manufactured at the South NSF facility on August 
30, 2006, were also collected and found negative for £ co// 01 57:H7. During the production 
week from August 14-19, 2006, the NSF South facility had the highest weekly production 
volume of the month. Between August 13-20, 2006, production email exchanges revealed 
that the South facility undenwent a string of personnel shortages, including nine absent 
employees on Sunday, August . 13, the date of the weekly extended sanitation shift. 

Personnel records revealed that a number of employee absences were due to illness or 
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Third l^rtv Laboratory TechnIauBS Discussion 

A number of the firms involved in this investigation made use of third party laboratories during 
the course of this investigation, either as part of their own food safety monitoring or in an 
attempt to duplicate CalFERT sampling. A variety of methodologies were used by these third 
party laboratories for detection of E. co// 0157:H7. Presumptive testing by Primus Involved 
enrichment of a sample for 20 hours and then testing for E. co// 01 57:H7 using the 
“RapIdChsk” test kit. Following presumptive positive test results, the confirmatory 
methodology used a commercially available latex agglutination test (E. coli Pro 0157). JL, 
which is wholly owned by lEH, provided sampling and testing services for Mission Ranches. 
The samples were pre-enriched for eight hours and then each sample was tested using both 
a lateral flow test (manufactured by Neogen, AOAC approved for recovery of E. co//0157:H7 
from foods) and multiplex Polymerase Chain Reaction (PCR) technique. Samples that 
showed a reaction for E. co//0157;H7 were purified using immunomagnetic bead separation. 
The resulting concentrated sample was tested by multiplex PCR using a different set of 
primers. 

lEH provided sampling and testing services to NSF. lEH reported using the same technique 
but using a USDA Food Safety Inspection Service (FSIS) Bacteriological Analytical Manual 
(BAM) approved method to confirm positive results. There are many quick tests in the 
market |:kace for analysis of E. co// 01 57:H7. However, tests vary in sensitivity and 
specificity, as well as the matrices for which they have been validated. 


Summary of Observatlona 

CalFERT investigators collected information, records, environmental samples, and product 
samples at the NSF processing facilKy, implicated harvesters, and implicated fields pertaining 
to this E. co//0157;H7 outbreak associated with Dole brand Baby Spinach. 

NSF Processing Facility Investigation 

Dole brand Baby Spinach, manufactured at NSF on August 15, 2006, with product codes 
beginning "P227A", traced back to four fields located In Monterey and San Benito counties In 
California. The fields were located on the Paicines, Wickstrom, Talx, and Eade Ranches. 
NSF operated two processing faciRties, both located in San Juan Bautista, California at the 
time this investigation began. NSF initiated operation In the South facility on April 1 . 2006. 
Information and documents obtained from NSF revealed the firm did not update nor review 
procedures (HACCP plan, SOPs, SSOPs) already in use at the North facility prior to initiation 
of production at the South facility. The firm intended for these procedures to apply to both 
facilities, but the procedures were not customized for South facility operations. 

Environmental samples that were collected by CalFERT investigators from the North NSF 
facility (n = 7) and from the South NSF facility (n = 9) were negative for E. coli 01 57:H7. 
Finished product retention samples (n = 8), manufactured at the South NSF facility on August 
30, 2006, were also collected and found negative for £ co// 01 57:H7. During the production 
week from August 14-19, 2006, the NSF South facility had the highest weekly production 
volume of the month. Between August 13-20, 2006, production email exchanges revealed 
that the South facility undenwent a string of personnel shortages, including nine absent 
employees on Sunday, August . 13, the date of the weekly extended sanitation shift. 

Personnel records revealed that a number of employee absences were due to illness or 
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Third l^rtv Laboratory TechnIauBS Discussion 

A number of the firms involved in this investigation made use of third party laboratories during 
the course of this investigation, either as part of their own food safety monitoring or in an 
attempt to duplicate CalFERT sampling. A variety of methodologies were used by these third 
party laboratories for detection of E. co// 0157:H7. Presumptive testing by Primus Involved 
enrichment of a sample for 20 hours and then testing for E. co// 01 57:H7 using the 
“RapIdChsk” test kit. Following presumptive positive test results, the confirmatory 
methodology used a commercially available latex agglutination test (E. coli Pro 0157). JL, 
which is wholly owned by lEH, provided sampling and testing services for Mission Ranches. 
The samples were pre-enriched for eight hours and then each sample was tested using both 
a lateral flow test (manufactured by Neogen, AOAC approved for recovery of E. co//0157:H7 
from foods) and multiplex Polymerase Chain Reaction (PCR) technique. Samples that 
showed a reaction for E. co//0157;H7 were purified using immunomagnetic bead separation. 
The resulting concentrated sample was tested by multiplex PCR using a different set of 
primers. 

lEH provided sampling and testing services to NSF. lEH reported using the same technique 
but using a USDA Food Safety Inspection Service (FSIS) Bacteriological Analytical Manual 
(BAM) approved method to confirm positive results. There are many quick tests in the 
market |:kace for analysis of E. co// 01 57:H7. However, tests vary in sensitivity and 
specificity, as well as the matrices for which they have been validated. 


Summary of Observatlona 

CalFERT investigators collected information, records, environmental samples, and product 
samples at the NSF processing facilKy, implicated harvesters, and implicated fields pertaining 
to this E. co//0157;H7 outbreak associated with Dole brand Baby Spinach. 

NSF Processing Facility Investigation 

Dole brand Baby Spinach, manufactured at NSF on August 15, 2006, with product codes 
beginning "P227A", traced back to four fields located In Monterey and San Benito counties In 
California. The fields were located on the Paicines, Wickstrom, Talx, and Eade Ranches. 
NSF operated two processing faciRties, both located in San Juan Bautista, California at the 
time this investigation began. NSF initiated operation In the South facility on April 1 . 2006. 
Information and documents obtained from NSF revealed the firm did not update nor review 
procedures (HACCP plan, SOPs, SSOPs) already in use at the North facility prior to initiation 
of production at the South facility. The firm intended for these procedures to apply to both 
facilities, but the procedures were not customized for South facility operations. 

Environmental samples that were collected by CalFERT investigators from the North NSF 
facility (n = 7) and from the South NSF facility (n = 9) were negative for E. coli 01 57:H7. 
Finished product retention samples (n = 8), manufactured at the South NSF facility on August 
30, 2006, were also collected and found negative for £ co// 01 57:H7. During the production 
week from August 14-19, 2006, the NSF South facility had the highest weekly production 
volume of the month. Between August 13-20, 2006, production email exchanges revealed 
that the South facility undenwent a string of personnel shortages, including nine absent 
employees on Sunday, August . 13, the date of the weekly extended sanitation shift. 

Personnel records revealed that a number of employee absences were due to illness or 
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illness in the family. Investigators were unable to determine the nature of the illnesses. NSF 
did not oonduct ATP testing on a daily basis as required by the firm's SOP. No ATP testing 
was conducted from August 15 - 25, 2006. One ATP test collected from a scale vibrator 
failed on August 1 0, 2006, and no retest was documented. While the firm maintained flume 
water within its specifications for pH, chlorine, and temperature for the entire period of time 
reviewed, the parameter recorded as turbidity and used to determine the frequency of water 
changes was actually a measure of water color as determined using a Hach Portable 
Colorimeter. Mr. Daniels maintained that they had found the measurement of water color to 
be an acceptable substitute for turbidity but no validation of this method was provided and the 
firm did not have a turbidity standard for calibration. NSF maintained logs recording the 
washing of the harvesting totes for the month of August, but NSF was only able to provide 
logs from August 1-14. NSF did not keep a record that documented the washing of 
harvesting bins. 

Harvester Investigations 

The four harvesters of spinach that supplied P227A product codes were investigated: POSJ.; 
Seco Packing Company, LLC; Mission Organics, LLC; and Sebastian Harvesting, Inc. During 
operations observed, the blade of the spinach hanrester was maintained between a quarter- 
inch and 1.5 inches above the beds on which spinach is planted. The driver of the harvesting 
machine had to rely on the spotters who walked in front of the machine to remove debris or to 
signal to lift the blade. The harvesting machines vrere observed to be complex pieoes of 
equipment that incorporated numerous moving food contact surfaces. Cleaning and 
sanitation of these machines was observed to be a detailed process and ail of the harvesters 
conducted the cleaning and sanitation outdoors. 


Field Investigations 

Extensive investigations and sampling were conducted at the four fields that supplied product 
code P227A, located on the Paicines, Wickstrom, Taix, and Eade Ranches. 

On the Paicines Ranch, crop fields were partially surrounded by fences. Lot 1 was irrigated 
with well water. The wells were not grouted. Lot 1 of Paicines sits in a valley surrounded by 
hills. The San Benito River flows through the Paicines Ranch, approximately one-half mile 
west of lot 1. In the Paicines Ranch area, documented groundwater levels were higher in 
elevation than the San Benito riverbed during March 2006; fell to the riverbed level in July 
2006, and subsequently fell below the riverbed later in the growing season. This potentially 
aliowed surface water from the river flowing Into the Paicines Ranch valley to percolate into 
the ground again and recharge the Paicines area groundwater basin during that period. The 
wells used for irrigation on the Paicines Ranch drew from the groundwater basin there. The 
San Benito River is listed by CCRWQCB as being impaired by fecal conforms and 
sediments/silt. Cattle and wild animals have free access to the river, both on the cattle 
grazing area adjacent to the row crop growing region and at various points upstream. 
Seasonal and year-round creeks flow through the cattle pastures on the ranch and potentially 
recharge ground water during certain times of the year. The Paicines Reservoir, located in a 
grazing area within one mile of lot 1, is used to augment groundwater recharge during the dry 
season. 
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illness in the family. Investigators were unable to determine the nature of the illnesses. NSF 
did not oonduct ATP testing on a daily basis as required by the firm's SOP. No ATP testing 
was conducted from August 15 - 25, 2006. One ATP test collected from a scale vibrator 
failed on August 1 0, 2006, and no retest was documented. While the firm maintained flume 
water within its specifications for pH, chlorine, and temperature for the entire period of time 
reviewed, the parameter recorded as turbidity and used to determine the frequency of water 
changes was actually a measure of water color as determined using a Hach Portable 
Colorimeter. Mr. Daniels maintained that they had found the measurement of water color to 
be an acceptable substitute for turbidity but no validation of this method was provided and the 
firm did not have a turbidity standard for calibration. NSF maintained logs recording the 
washing of the harvesting totes for the month of August, but NSF was only able to provide 
logs from August 1-14. NSF did not keep a record that documented the washing of 
harvesting bins. 

Harvester Investigations 

The four harvesters of spinach that supplied P227A product codes were investigated: POSJ.; 
Seco Packing Company, LLC; Mission Organics, LLC; and Sebastian Harvesting, Inc. During 
operations observed, the blade of the spinach hanrester was maintained between a quarter- 
inch and 1.5 inches above the beds on which spinach is planted. The driver of the harvesting 
machine had to rely on the spotters who walked in front of the machine to remove debris or to 
signal to lift the blade. The harvesting machines vrere observed to be complex pieoes of 
equipment that incorporated numerous moving food contact surfaces. Cleaning and 
sanitation of these machines was observed to be a detailed process and ail of the harvesters 
conducted the cleaning and sanitation outdoors. 


Field Investigations 

Extensive investigations and sampling were conducted at the four fields that supplied product 
code P227A, located on the Paicines, Wickstrom, Taix, and Eade Ranches. 

On the Paicines Ranch, crop fields were partially surrounded by fences. Lot 1 was irrigated 
with well water. The wells were not grouted. Lot 1 of Paicines sits in a valley surrounded by 
hills. The San Benito River flows through the Paicines Ranch, approximately one-half mile 
west of lot 1. In the Paicines Ranch area, documented groundwater levels were higher in 
elevation than the San Benito riverbed during March 2006; fell to the riverbed level in July 
2006, and subsequently fell below the riverbed later in the growing season. This potentially 
aliowed surface water from the river flowing Into the Paicines Ranch valley to percolate into 
the ground again and recharge the Paicines area groundwater basin during that period. The 
wells used for irrigation on the Paicines Ranch drew from the groundwater basin there. The 
San Benito River is listed by CCRWQCB as being impaired by fecal conforms and 
sediments/silt. Cattle and wild animals have free access to the river, both on the cattle 
grazing area adjacent to the row crop growing region and at various points upstream. 
Seasonal and year-round creeks flow through the cattle pastures on the ranch and potentially 
recharge ground water during certain times of the year. The Paicines Reservoir, located in a 
grazing area within one mile of lot 1, is used to augment groundwater recharge during the dry 
season. 
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illness in the family. Investigators were unable to determine the nature of the illnesses. NSF 
did not oonduct ATP testing on a daily basis as required by the firm's SOP. No ATP testing 
was conducted from August 15 - 25, 2006. One ATP test collected from a scale vibrator 
failed on August 1 0, 2006, and no retest was documented. While the firm maintained flume 
water within its specifications for pH, chlorine, and temperature for the entire period of time 
reviewed, the parameter recorded as turbidity and used to determine the frequency of water 
changes was actually a measure of water color as determined using a Hach Portable 
Colorimeter. Mr. Daniels maintained that they had found the measurement of water color to 
be an acceptable substitute for turbidity but no validation of this method was provided and the 
firm did not have a turbidity standard for calibration. NSF maintained logs recording the 
washing of the harvesting totes for the month of August, but NSF was only able to provide 
logs from August 1-14. NSF did not keep a record that documented the washing of 
harvesting bins. 

Harvester Investigations 

The four harvesters of spinach that supplied P227A product codes were investigated: POSJ.; 
Seco Packing Company, LLC; Mission Organics, LLC; and Sebastian Harvesting, Inc. During 
operations observed, the blade of the spinach hanrester was maintained between a quarter- 
inch and 1.5 inches above the beds on which spinach is planted. The driver of the harvesting 
machine had to rely on the spotters who walked in front of the machine to remove debris or to 
signal to lift the blade. The harvesting machines vrere observed to be complex pieoes of 
equipment that incorporated numerous moving food contact surfaces. Cleaning and 
sanitation of these machines was observed to be a detailed process and ail of the harvesters 
conducted the cleaning and sanitation outdoors. 


Field Investigations 

Extensive investigations and sampling were conducted at the four fields that supplied product 
code P227A, located on the Paicines, Wickstrom, Taix, and Eade Ranches. 

On the Paicines Ranch, crop fields were partially surrounded by fences. Lot 1 was irrigated 
with well water. The wells were not grouted. Lot 1 of Paicines sits in a valley surrounded by 
hills. The San Benito River flows through the Paicines Ranch, approximately one-half mile 
west of lot 1. In the Paicines Ranch area, documented groundwater levels were higher in 
elevation than the San Benito riverbed during March 2006; fell to the riverbed level in July 
2006, and subsequently fell below the riverbed later in the growing season. This potentially 
aliowed surface water from the river flowing Into the Paicines Ranch valley to percolate into 
the ground again and recharge the Paicines area groundwater basin during that period. The 
wells used for irrigation on the Paicines Ranch drew from the groundwater basin there. The 
San Benito River is listed by CCRWQCB as being impaired by fecal conforms and 
sediments/silt. Cattle and wild animals have free access to the river, both on the cattle 
grazing area adjacent to the row crop growing region and at various points upstream. 
Seasonal and year-round creeks flow through the cattle pastures on the ranch and potentially 
recharge ground water during certain times of the year. The Paicines Reservoir, located in a 
grazing area within one mile of lot 1, is used to augment groundwater recharge during the dry 
season. 
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illness in the family. Investigators were unable to determine the nature of the illnesses. NSF 
did not oonduct ATP testing on a daily basis as required by the firm's SOP. No ATP testing 
was conducted from August 15 - 25, 2006. One ATP test collected from a scale vibrator 
failed on August 1 0, 2006, and no retest was documented. While the firm maintained flume 
water within its specifications for pH, chlorine, and temperature for the entire period of time 
reviewed, the parameter recorded as turbidity and used to determine the frequency of water 
changes was actually a measure of water color as determined using a Hach Portable 
Colorimeter. Mr. Daniels maintained that they had found the measurement of water color to 
be an acceptable substitute for turbidity but no validation of this method was provided and the 
firm did not have a turbidity standard for calibration. NSF maintained logs recording the 
washing of the harvesting totes for the month of August, but NSF was only able to provide 
logs from August 1-14. NSF did not keep a record that documented the washing of 
harvesting bins. 

Harvester Investigations 

The four harvesters of spinach that supplied P227A product codes were investigated: POSJ.; 
Seco Packing Company, LLC; Mission Organics, LLC; and Sebastian Harvesting, Inc. During 
operations observed, the blade of the spinach hanrester was maintained between a quarter- 
inch and 1.5 inches above the beds on which spinach is planted. The driver of the harvesting 
machine had to rely on the spotters who walked in front of the machine to remove debris or to 
signal to lift the blade. The harvesting machines vrere observed to be complex pieoes of 
equipment that incorporated numerous moving food contact surfaces. Cleaning and 
sanitation of these machines was observed to be a detailed process and ail of the harvesters 
conducted the cleaning and sanitation outdoors. 


Field Investigations 

Extensive investigations and sampling were conducted at the four fields that supplied product 
code P227A, located on the Paicines, Wickstrom, Taix, and Eade Ranches. 

On the Paicines Ranch, crop fields were partially surrounded by fences. Lot 1 was irrigated 
with well water. The wells were not grouted. Lot 1 of Paicines sits in a valley surrounded by 
hills. The San Benito River flows through the Paicines Ranch, approximately one-half mile 
west of lot 1. In the Paicines Ranch area, documented groundwater levels were higher in 
elevation than the San Benito riverbed during March 2006; fell to the riverbed level in July 
2006, and subsequently fell below the riverbed later in the growing season. This potentially 
aliowed surface water from the river flowing Into the Paicines Ranch valley to percolate into 
the ground again and recharge the Paicines area groundwater basin during that period. The 
wells used for irrigation on the Paicines Ranch drew from the groundwater basin there. The 
San Benito River is listed by CCRWQCB as being impaired by fecal conforms and 
sediments/silt. Cattle and wild animals have free access to the river, both on the cattle 
grazing area adjacent to the row crop growing region and at various points upstream. 
Seasonal and year-round creeks flow through the cattle pastures on the ranch and potentially 
recharge ground water during certain times of the year. The Paicines Reservoir, located in a 
grazing area within one mile of lot 1, is used to augment groundwater recharge during the dry 
season. 
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illness in the family. Investigators were unable to determine the nature of the illnesses. NSF 
did not oonduct ATP testing on a daily basis as required by the firm's SOP. No ATP testing 
was conducted from August 15 - 25, 2006. One ATP test collected from a scale vibrator 
failed on August 1 0, 2006, and no retest was documented. While the firm maintained flume 
water within its specifications for pH, chlorine, and temperature for the entire period of time 
reviewed, the parameter recorded as turbidity and used to determine the frequency of water 
changes was actually a measure of water color as determined using a Hach Portable 
Colorimeter. Mr. Daniels maintained that they had found the measurement of water color to 
be an acceptable substitute for turbidity but no validation of this method was provided and the 
firm did not have a turbidity standard for calibration. NSF maintained logs recording the 
washing of the harvesting totes for the month of August, but NSF was only able to provide 
logs from August 1-14. NSF did not keep a record that documented the washing of 
harvesting bins. 

Harvester Investigations 

The four harvesters of spinach that supplied P227A product codes were investigated: POSJ.; 
Seco Packing Company, LLC; Mission Organics, LLC; and Sebastian Harvesting, Inc. During 
operations observed, the blade of the spinach hanrester was maintained between a quarter- 
inch and 1.5 inches above the beds on which spinach is planted. The driver of the harvesting 
machine had to rely on the spotters who walked in front of the machine to remove debris or to 
signal to lift the blade. The harvesting machines vrere observed to be complex pieoes of 
equipment that incorporated numerous moving food contact surfaces. Cleaning and 
sanitation of these machines was observed to be a detailed process and ail of the harvesters 
conducted the cleaning and sanitation outdoors. 


Field Investigations 

Extensive investigations and sampling were conducted at the four fields that supplied product 
code P227A, located on the Paicines, Wickstrom, Taix, and Eade Ranches. 

On the Paicines Ranch, crop fields were partially surrounded by fences. Lot 1 was irrigated 
with well water. The wells were not grouted. Lot 1 of Paicines sits in a valley surrounded by 
hills. The San Benito River flows through the Paicines Ranch, approximately one-half mile 
west of lot 1. In the Paicines Ranch area, documented groundwater levels were higher in 
elevation than the San Benito riverbed during March 2006; fell to the riverbed level in July 
2006, and subsequently fell below the riverbed later in the growing season. This potentially 
aliowed surface water from the river flowing Into the Paicines Ranch valley to percolate into 
the ground again and recharge the Paicines area groundwater basin during that period. The 
wells used for irrigation on the Paicines Ranch drew from the groundwater basin there. The 
San Benito River is listed by CCRWQCB as being impaired by fecal conforms and 
sediments/silt. Cattle and wild animals have free access to the river, both on the cattle 
grazing area adjacent to the row crop growing region and at various points upstream. 
Seasonal and year-round creeks flow through the cattle pastures on the ranch and potentially 
recharge ground water during certain times of the year. The Paicines Reservoir, located in a 
grazing area within one mile of lot 1, is used to augment groundwater recharge during the dry 
season. 
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illness in the family. Investigators were unable to determine the nature of the illnesses. NSF 
did not oonduct ATP testing on a daily basis as required by the firm's SOP. No ATP testing 
was conducted from August 15 - 25, 2006. One ATP test collected from a scale vibrator 
failed on August 1 0, 2006, and no retest was documented. While the firm maintained flume 
water within its specifications for pH, chlorine, and temperature for the entire period of time 
reviewed, the parameter recorded as turbidity and used to determine the frequency of water 
changes was actually a measure of water color as determined using a Hach Portable 
Colorimeter. Mr. Daniels maintained that they had found the measurement of water color to 
be an acceptable substitute for turbidity but no validation of this method was provided and the 
firm did not have a turbidity standard for calibration. NSF maintained logs recording the 
washing of the harvesting totes for the month of August, but NSF was only able to provide 
logs from August 1-14. NSF did not keep a record that documented the washing of 
harvesting bins. 

Harvester Investigations 

The four harvesters of spinach that supplied P227A product codes were investigated: POSJ.; 
Seco Packing Company, LLC; Mission Organics, LLC; and Sebastian Harvesting, Inc. During 
operations observed, the blade of the spinach hanrester was maintained between a quarter- 
inch and 1.5 inches above the beds on which spinach is planted. The driver of the harvesting 
machine had to rely on the spotters who walked in front of the machine to remove debris or to 
signal to lift the blade. The harvesting machines vrere observed to be complex pieoes of 
equipment that incorporated numerous moving food contact surfaces. Cleaning and 
sanitation of these machines was observed to be a detailed process and ail of the harvesters 
conducted the cleaning and sanitation outdoors. 


Field Investigations 

Extensive investigations and sampling were conducted at the four fields that supplied product 
code P227A, located on the Paicines, Wickstrom, Taix, and Eade Ranches. 

On the Paicines Ranch, crop fields were partially surrounded by fences. Lot 1 was irrigated 
with well water. The wells were not grouted. Lot 1 of Paicines sits in a valley surrounded by 
hills. The San Benito River flows through the Paicines Ranch, approximately one-half mile 
west of lot 1. In the Paicines Ranch area, documented groundwater levels were higher in 
elevation than the San Benito riverbed during March 2006; fell to the riverbed level in July 
2006, and subsequently fell below the riverbed later in the growing season. This potentially 
aliowed surface water from the river flowing Into the Paicines Ranch valley to percolate into 
the ground again and recharge the Paicines area groundwater basin during that period. The 
wells used for irrigation on the Paicines Ranch drew from the groundwater basin there. The 
San Benito River is listed by CCRWQCB as being impaired by fecal conforms and 
sediments/silt. Cattle and wild animals have free access to the river, both on the cattle 
grazing area adjacent to the row crop growing region and at various points upstream. 
Seasonal and year-round creeks flow through the cattle pastures on the ranch and potentially 
recharge ground water during certain times of the year. The Paicines Reservoir, located in a 
grazing area within one mile of lot 1, is used to augment groundwater recharge during the dry 
season. 
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illness in the family. Investigators were unable to determine the nature of the illnesses. NSF 
did not oonduct ATP testing on a daily basis as required by the firm's SOP. No ATP testing 
was conducted from August 15 - 25, 2006. One ATP test collected from a scale vibrator 
failed on August 1 0, 2006, and no retest was documented. While the firm maintained flume 
water within its specifications for pH, chlorine, and temperature for the entire period of time 
reviewed, the parameter recorded as turbidity and used to determine the frequency of water 
changes was actually a measure of water color as determined using a Hach Portable 
Colorimeter. Mr. Daniels maintained that they had found the measurement of water color to 
be an acceptable substitute for turbidity but no validation of this method was provided and the 
firm did not have a turbidity standard for calibration. NSF maintained logs recording the 
washing of the harvesting totes for the month of August, but NSF was only able to provide 
logs from August 1-14. NSF did not keep a record that documented the washing of 
harvesting bins. 

Harvester Investigations 

The four harvesters of spinach that supplied P227A product codes were investigated: POSJ.; 
Seco Packing Company, LLC; Mission Organics, LLC; and Sebastian Harvesting, Inc. During 
operations observed, the blade of the spinach hanrester was maintained between a quarter- 
inch and 1.5 inches above the beds on which spinach is planted. The driver of the harvesting 
machine had to rely on the spotters who walked in front of the machine to remove debris or to 
signal to lift the blade. The harvesting machines vrere observed to be complex pieoes of 
equipment that incorporated numerous moving food contact surfaces. Cleaning and 
sanitation of these machines was observed to be a detailed process and ail of the harvesters 
conducted the cleaning and sanitation outdoors. 


Field Investigations 

Extensive investigations and sampling were conducted at the four fields that supplied product 
code P227A, located on the Paicines, Wickstrom, Taix, and Eade Ranches. 

On the Paicines Ranch, crop fields were partially surrounded by fences. Lot 1 was irrigated 
with well water. The wells were not grouted. Lot 1 of Paicines sits in a valley surrounded by 
hills. The San Benito River flows through the Paicines Ranch, approximately one-half mile 
west of lot 1. In the Paicines Ranch area, documented groundwater levels were higher in 
elevation than the San Benito riverbed during March 2006; fell to the riverbed level in July 
2006, and subsequently fell below the riverbed later in the growing season. This potentially 
aliowed surface water from the river flowing Into the Paicines Ranch valley to percolate into 
the ground again and recharge the Paicines area groundwater basin during that period. The 
wells used for irrigation on the Paicines Ranch drew from the groundwater basin there. The 
San Benito River is listed by CCRWQCB as being impaired by fecal conforms and 
sediments/silt. Cattle and wild animals have free access to the river, both on the cattle 
grazing area adjacent to the row crop growing region and at various points upstream. 
Seasonal and year-round creeks flow through the cattle pastures on the ranch and potentially 
recharge ground water during certain times of the year. The Paicines Reservoir, located in a 
grazing area within one mile of lot 1, is used to augment groundwater recharge during the dry 
season. 


Inve^igatlOT of m cotfOl57:H7 

Assx^rted vfWi Dol« Pre-Packaged 8f»nach 
Fbial;3.21.07 


45 



617 


illness in the family. Investigators were unable to determine the nature of the illnesses. NSF 
did not oonduct ATP testing on a daily basis as required by the firm's SOP. No ATP testing 
was conducted from August 15 - 25, 2006. One ATP test collected from a scale vibrator 
failed on August 1 0, 2006, and no retest was documented. While the firm maintained flume 
water within its specifications for pH, chlorine, and temperature for the entire period of time 
reviewed, the parameter recorded as turbidity and used to determine the frequency of water 
changes was actually a measure of water color as determined using a Hach Portable 
Colorimeter. Mr. Daniels maintained that they had found the measurement of water color to 
be an acceptable substitute for turbidity but no validation of this method was provided and the 
firm did not have a turbidity standard for calibration. NSF maintained logs recording the 
washing of the harvesting totes for the month of August, but NSF was only able to provide 
logs from August 1-14. NSF did not keep a record that documented the washing of 
harvesting bins. 

Harvester Investigations 

The four harvesters of spinach that supplied P227A product codes were investigated: POSJ.; 
Seco Packing Company, LLC; Mission Organics, LLC; and Sebastian Harvesting, Inc. During 
operations observed, the blade of the spinach hanrester was maintained between a quarter- 
inch and 1.5 inches above the beds on which spinach is planted. The driver of the harvesting 
machine had to rely on the spotters who walked in front of the machine to remove debris or to 
signal to lift the blade. The harvesting machines vrere observed to be complex pieoes of 
equipment that incorporated numerous moving food contact surfaces. Cleaning and 
sanitation of these machines was observed to be a detailed process and ail of the harvesters 
conducted the cleaning and sanitation outdoors. 


Field Investigations 

Extensive investigations and sampling were conducted at the four fields that supplied product 
code P227A, located on the Paicines, Wickstrom, Taix, and Eade Ranches. 

On the Paicines Ranch, crop fields were partially surrounded by fences. Lot 1 was irrigated 
with well water. The wells were not grouted. Lot 1 of Paicines sits in a valley surrounded by 
hills. The San Benito River flows through the Paicines Ranch, approximately one-half mile 
west of lot 1. In the Paicines Ranch area, documented groundwater levels were higher in 
elevation than the San Benito riverbed during March 2006; fell to the riverbed level in July 
2006, and subsequently fell below the riverbed later in the growing season. This potentially 
aliowed surface water from the river flowing Into the Paicines Ranch valley to percolate into 
the ground again and recharge the Paicines area groundwater basin during that period. The 
wells used for irrigation on the Paicines Ranch drew from the groundwater basin there. The 
San Benito River is listed by CCRWQCB as being impaired by fecal conforms and 
sediments/silt. Cattle and wild animals have free access to the river, both on the cattle 
grazing area adjacent to the row crop growing region and at various points upstream. 
Seasonal and year-round creeks flow through the cattle pastures on the ranch and potentially 
recharge ground water during certain times of the year. The Paicines Reservoir, located in a 
grazing area within one mile of lot 1, is used to augment groundwater recharge during the dry 
season. 
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illness in the family. Investigators were unable to determine the nature of the illnesses. NSF 
did not oonduct ATP testing on a daily basis as required by the firm's SOP. No ATP testing 
was conducted from August 15 - 25, 2006. One ATP test collected from a scale vibrator 
failed on August 1 0, 2006, and no retest was documented. While the firm maintained flume 
water within its specifications for pH, chlorine, and temperature for the entire period of time 
reviewed, the parameter recorded as turbidity and used to determine the frequency of water 
changes was actually a measure of water color as determined using a Hach Portable 
Colorimeter. Mr. Daniels maintained that they had found the measurement of water color to 
be an acceptable substitute for turbidity but no validation of this method was provided and the 
firm did not have a turbidity standard for calibration. NSF maintained logs recording the 
washing of the harvesting totes for the month of August, but NSF was only able to provide 
logs from August 1-14. NSF did not keep a record that documented the washing of 
harvesting bins. 

Harvester Investigations 

The four harvesters of spinach that supplied P227A product codes were investigated: POSJ.; 
Seco Packing Company, LLC; Mission Organics, LLC; and Sebastian Harvesting, Inc. During 
operations observed, the blade of the spinach hanrester was maintained between a quarter- 
inch and 1.5 inches above the beds on which spinach is planted. The driver of the harvesting 
machine had to rely on the spotters who walked in front of the machine to remove debris or to 
signal to lift the blade. The harvesting machines vrere observed to be complex pieoes of 
equipment that incorporated numerous moving food contact surfaces. Cleaning and 
sanitation of these machines was observed to be a detailed process and ail of the harvesters 
conducted the cleaning and sanitation outdoors. 


Field Investigations 

Extensive investigations and sampling were conducted at the four fields that supplied product 
code P227A, located on the Paicines, Wickstrom, Taix, and Eade Ranches. 

On the Paicines Ranch, crop fields were partially surrounded by fences. Lot 1 was irrigated 
with well water. The wells were not grouted. Lot 1 of Paicines sits in a valley surrounded by 
hills. The San Benito River flows through the Paicines Ranch, approximately one-half mile 
west of lot 1. In the Paicines Ranch area, documented groundwater levels were higher in 
elevation than the San Benito riverbed during March 2006; fell to the riverbed level in July 
2006, and subsequently fell below the riverbed later in the growing season. This potentially 
aliowed surface water from the river flowing Into the Paicines Ranch valley to percolate into 
the ground again and recharge the Paicines area groundwater basin during that period. The 
wells used for irrigation on the Paicines Ranch drew from the groundwater basin there. The 
San Benito River is listed by CCRWQCB as being impaired by fecal conforms and 
sediments/silt. Cattle and wild animals have free access to the river, both on the cattle 
grazing area adjacent to the row crop growing region and at various points upstream. 
Seasonal and year-round creeks flow through the cattle pastures on the ranch and potentially 
recharge ground water during certain times of the year. The Paicines Reservoir, located in a 
grazing area within one mile of lot 1, is used to augment groundwater recharge during the dry 
season. 
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illness in the family. Investigators were unable to determine the nature of the illnesses. NSF 
did not oonduct ATP testing on a daily basis as required by the firm's SOP. No ATP testing 
was conducted from August 15 - 25, 2006. One ATP test collected from a scale vibrator 
failed on August 1 0, 2006, and no retest was documented. While the firm maintained flume 
water within its specifications for pH, chlorine, and temperature for the entire period of time 
reviewed, the parameter recorded as turbidity and used to determine the frequency of water 
changes was actually a measure of water color as determined using a Hach Portable 
Colorimeter. Mr. Daniels maintained that they had found the measurement of water color to 
be an acceptable substitute for turbidity but no validation of this method was provided and the 
firm did not have a turbidity standard for calibration. NSF maintained logs recording the 
washing of the harvesting totes for the month of August, but NSF was only able to provide 
logs from August 1-14. NSF did not keep a record that documented the washing of 
harvesting bins. 

Harvester Investigations 

The four harvesters of spinach that supplied P227A product codes were investigated: POSJ.; 
Seco Packing Company, LLC; Mission Organics, LLC; and Sebastian Harvesting, Inc. During 
operations observed, the blade of the spinach hanrester was maintained between a quarter- 
inch and 1.5 inches above the beds on which spinach is planted. The driver of the harvesting 
machine had to rely on the spotters who walked in front of the machine to remove debris or to 
signal to lift the blade. The harvesting machines vrere observed to be complex pieoes of 
equipment that incorporated numerous moving food contact surfaces. Cleaning and 
sanitation of these machines was observed to be a detailed process and ail of the harvesters 
conducted the cleaning and sanitation outdoors. 


Field Investigations 

Extensive investigations and sampling were conducted at the four fields that supplied product 
code P227A, located on the Paicines, Wickstrom, Taix, and Eade Ranches. 

On the Paicines Ranch, crop fields were partially surrounded by fences. Lot 1 was irrigated 
with well water. The wells were not grouted. Lot 1 of Paicines sits in a valley surrounded by 
hills. The San Benito River flows through the Paicines Ranch, approximately one-half mile 
west of lot 1. In the Paicines Ranch area, documented groundwater levels were higher in 
elevation than the San Benito riverbed during March 2006; fell to the riverbed level in July 
2006, and subsequently fell below the riverbed later in the growing season. This potentially 
aliowed surface water from the river flowing Into the Paicines Ranch valley to percolate into 
the ground again and recharge the Paicines area groundwater basin during that period. The 
wells used for irrigation on the Paicines Ranch drew from the groundwater basin there. The 
San Benito River is listed by CCRWQCB as being impaired by fecal conforms and 
sediments/silt. Cattle and wild animals have free access to the river, both on the cattle 
grazing area adjacent to the row crop growing region and at various points upstream. 
Seasonal and year-round creeks flow through the cattle pastures on the ranch and potentially 
recharge ground water during certain times of the year. The Paicines Reservoir, located in a 
grazing area within one mile of lot 1, is used to augment groundwater recharge during the dry 
season. 
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Approximately 2,000 head of cattle graze on the Palcines Ranch in the hills and patches of 
dense vegetation along the San Benito River. Wild pigs and virild pig signs (tracks, fecal 
material, and rooting), were observed In the cattle grazing areas, in addition to deer, small 
mammals, and birds. In the hardened dirt of lot 1, no animal tracks were observed by 
Investigators. However, wild pig tracks were observed In and around other lots on the 
Paidnes ranch. Wild pig fecal material and rooting were seen in a field belonging to a 
different grower, located approximately 1 .7 miles south of lot 1 . Coyote feces were seen near 
the lots. Growers from two nearby vineyards reported damage to their vineyards caused by 
pigs during thinning and harvesting in late summer and fall. 


Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which Includes all photos and figures Is 
available at: httD://www.dhs.ca.flov/fdb/HTML/Food/EntrtnvRDfchtm 


Pig Rooting and Tracks, In Field Belonging to Neighboring Grower to Mission Organics 

CalFERT investigators collected 351 environmental samples on the Paidnes Ranch, 
including cattle feces, wild pig feces, other animal feces, soil, and water. Of these, 45 
samples (13 percent) were positive for E. co^i0^57^Kf and 26 (58 percent) of these 45 
matched the outbreak strain as determined by PFGE analysis. PFGE pattern matches were 
found in cattle feces, wild pig feces, soil, and river water samples. 

On the Wickstrom Ranch, no fendng was present around lot B17. Investigators observed 
that the well used for irrigation of lot 817 had a damaged casing. The Pajaro River flows past 
the ranch, approximately 1 50 feet west of the field, in a riverbed that is 1 5-20 feet lower in 
elevation than the field. Several cattle were seen grazing on a hill in a fenced pasture about 
50 feet from the field. Beyond the Pajaro River, approximately one-third mile from the field, 
trailer homes with chained dogs and a house with corralled goats were observed. A pie of 
horse manure/shavings was observed 400 feet north and at a higher elevation than the field. 
Forty-four environmental and product samples were collected. Including water, Moore swabs, 
soil/sediment, and romaine lettuce from an adjacent field. One (two percent) Moore swab 
sample from the Pajaro River was positive for E. coli 0157:H7. However, the PFGE pattern 
of this sample did not match that of the outbreak strain. 
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Approximately 2,000 head of cattle graze on the Palcines Ranch in the hills and patches of 
dense vegetation along the San Benito River. Wild pigs and virild pig signs (tracks, fecal 
material, and rooting), were observed In the cattle grazing areas, in addition to deer, small 
mammals, and birds. In the hardened dirt of lot 1, no animal tracks were observed by 
Investigators. However, wild pig tracks were observed In and around other lots on the 
Paidnes ranch. Wild pig fecal material and rooting were seen in a field belonging to a 
different grower, located approximately 1 .7 miles south of lot 1 . Coyote feces were seen near 
the lots. Growers from two nearby vineyards reported damage to their vineyards caused by 
pigs during thinning and harvesting in late summer and fall. 


Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which Includes all photos and figures Is 
available at: httD://www.dhs.ca.flov/fdb/HTML/Food/EntrtnvRDfchtm 


Pig Rooting and Tracks, In Field Belonging to Neighboring Grower to Mission Organics 

CalFERT investigators collected 351 environmental samples on the Paidnes Ranch, 
including cattle feces, wild pig feces, other animal feces, soil, and water. Of these, 45 
samples (13 percent) were positive for E. co^i0^57^Kf and 26 (58 percent) of these 45 
matched the outbreak strain as determined by PFGE analysis. PFGE pattern matches were 
found in cattle feces, wild pig feces, soil, and river water samples. 

On the Wickstrom Ranch, no fendng was present around lot B17. Investigators observed 
that the well used for irrigation of lot 817 had a damaged casing. The Pajaro River flows past 
the ranch, approximately 1 50 feet west of the field, in a riverbed that is 1 5-20 feet lower in 
elevation than the field. Several cattle were seen grazing on a hill in a fenced pasture about 
50 feet from the field. Beyond the Pajaro River, approximately one-third mile from the field, 
trailer homes with chained dogs and a house with corralled goats were observed. A pie of 
horse manure/shavings was observed 400 feet north and at a higher elevation than the field. 
Forty-four environmental and product samples were collected. Including water, Moore swabs, 
soil/sediment, and romaine lettuce from an adjacent field. One (two percent) Moore swab 
sample from the Pajaro River was positive for E. coli 0157:H7. However, the PFGE pattern 
of this sample did not match that of the outbreak strain. 
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Approximately 2,000 head of cattle graze on the Palcines Ranch in the hills and patches of 
dense vegetation along the San Benito River. Wild pigs and virild pig signs (tracks, fecal 
material, and rooting), were observed In the cattle grazing areas, in addition to deer, small 
mammals, and birds. In the hardened dirt of lot 1, no animal tracks were observed by 
Investigators. However, wild pig tracks were observed In and around other lots on the 
Paidnes ranch. Wild pig fecal material and rooting were seen in a field belonging to a 
different grower, located approximately 1 .7 miles south of lot 1 . Coyote feces were seen near 
the lots. Growers from two nearby vineyards reported damage to their vineyards caused by 
pigs during thinning and harvesting in late summer and fall. 


Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which Includes all photos and figures Is 
available at: httD://www.dhs.ca.flov/fdb/HTML/Food/EntrtnvRDfchtm 


Pig Rooting and Tracks, In Field Belonging to Neighboring Grower to Mission Organics 

CalFERT investigators collected 351 environmental samples on the Paidnes Ranch, 
including cattle feces, wild pig feces, other animal feces, soil, and water. Of these, 45 
samples (13 percent) were positive for E. co^i0^57^Kf and 26 (58 percent) of these 45 
matched the outbreak strain as determined by PFGE analysis. PFGE pattern matches were 
found in cattle feces, wild pig feces, soil, and river water samples. 

On the Wickstrom Ranch, no fendng was present around lot B17. Investigators observed 
that the well used for irrigation of lot 817 had a damaged casing. The Pajaro River flows past 
the ranch, approximately 1 50 feet west of the field, in a riverbed that is 1 5-20 feet lower in 
elevation than the field. Several cattle were seen grazing on a hill in a fenced pasture about 
50 feet from the field. Beyond the Pajaro River, approximately one-third mile from the field, 
trailer homes with chained dogs and a house with corralled goats were observed. A pie of 
horse manure/shavings was observed 400 feet north and at a higher elevation than the field. 
Forty-four environmental and product samples were collected. Including water, Moore swabs, 
soil/sediment, and romaine lettuce from an adjacent field. One (two percent) Moore swab 
sample from the Pajaro River was positive for E. coli 0157:H7. However, the PFGE pattern 
of this sample did not match that of the outbreak strain. 
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Approximately 2,000 head of cattle graze on the Palcines Ranch in the hills and patches of 
dense vegetation along the San Benito River. Wild pigs and virild pig signs (tracks, fecal 
material, and rooting), were observed In the cattle grazing areas, in addition to deer, small 
mammals, and birds. In the hardened dirt of lot 1, no animal tracks were observed by 
Investigators. However, wild pig tracks were observed In and around other lots on the 
Paidnes ranch. Wild pig fecal material and rooting were seen in a field belonging to a 
different grower, located approximately 1 .7 miles south of lot 1 . Coyote feces were seen near 
the lots. Growers from two nearby vineyards reported damage to their vineyards caused by 
pigs during thinning and harvesting in late summer and fall. 


Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which Includes all photos and figures Is 
available at: httD://www.dhs.ca.flov/fdb/HTML/Food/EntrtnvRDfchtm 


Pig Rooting and Tracks, In Field Belonging to Neighboring Grower to Mission Organics 

CalFERT investigators collected 351 environmental samples on the Paidnes Ranch, 
including cattle feces, wild pig feces, other animal feces, soil, and water. Of these, 45 
samples (13 percent) were positive for E. co^i0^57^Kf and 26 (58 percent) of these 45 
matched the outbreak strain as determined by PFGE analysis. PFGE pattern matches were 
found in cattle feces, wild pig feces, soil, and river water samples. 

On the Wickstrom Ranch, no fendng was present around lot B17. Investigators observed 
that the well used for irrigation of lot 817 had a damaged casing. The Pajaro River flows past 
the ranch, approximately 1 50 feet west of the field, in a riverbed that is 1 5-20 feet lower in 
elevation than the field. Several cattle were seen grazing on a hill in a fenced pasture about 
50 feet from the field. Beyond the Pajaro River, approximately one-third mile from the field, 
trailer homes with chained dogs and a house with corralled goats were observed. A pie of 
horse manure/shavings was observed 400 feet north and at a higher elevation than the field. 
Forty-four environmental and product samples were collected. Including water, Moore swabs, 
soil/sediment, and romaine lettuce from an adjacent field. One (two percent) Moore swab 
sample from the Pajaro River was positive for E. coli 0157:H7. However, the PFGE pattern 
of this sample did not match that of the outbreak strain. 
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Approximately 2,000 head of cattle graze on the Palcines Ranch in the hills and patches of 
dense vegetation along the San Benito River. Wild pigs and virild pig signs (tracks, fecal 
material, and rooting), were observed In the cattle grazing areas, in addition to deer, small 
mammals, and birds. In the hardened dirt of lot 1, no animal tracks were observed by 
Investigators. However, wild pig tracks were observed In and around other lots on the 
Paidnes ranch. Wild pig fecal material and rooting were seen in a field belonging to a 
different grower, located approximately 1 .7 miles south of lot 1 . Coyote feces were seen near 
the lots. Growers from two nearby vineyards reported damage to their vineyards caused by 
pigs during thinning and harvesting in late summer and fall. 


Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which Includes all photos and figures Is 
available at: httD://www.dhs.ca.flov/fdb/HTML/Food/EntrtnvRDfchtm 


Pig Rooting and Tracks, In Field Belonging to Neighboring Grower to Mission Organics 

CalFERT investigators collected 351 environmental samples on the Paidnes Ranch, 
including cattle feces, wild pig feces, other animal feces, soil, and water. Of these, 45 
samples (13 percent) were positive for E. co^i0^57^Kf and 26 (58 percent) of these 45 
matched the outbreak strain as determined by PFGE analysis. PFGE pattern matches were 
found in cattle feces, wild pig feces, soil, and river water samples. 

On the Wickstrom Ranch, no fendng was present around lot B17. Investigators observed 
that the well used for irrigation of lot 817 had a damaged casing. The Pajaro River flows past 
the ranch, approximately 1 50 feet west of the field, in a riverbed that is 1 5-20 feet lower in 
elevation than the field. Several cattle were seen grazing on a hill in a fenced pasture about 
50 feet from the field. Beyond the Pajaro River, approximately one-third mile from the field, 
trailer homes with chained dogs and a house with corralled goats were observed. A pie of 
horse manure/shavings was observed 400 feet north and at a higher elevation than the field. 
Forty-four environmental and product samples were collected. Including water, Moore swabs, 
soil/sediment, and romaine lettuce from an adjacent field. One (two percent) Moore swab 
sample from the Pajaro River was positive for E. coli 0157:H7. However, the PFGE pattern 
of this sample did not match that of the outbreak strain. 
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Approximately 2,000 head of cattle graze on the Palcines Ranch in the hills and patches of 
dense vegetation along the San Benito River. Wild pigs and virild pig signs (tracks, fecal 
material, and rooting), were observed In the cattle grazing areas, in addition to deer, small 
mammals, and birds. In the hardened dirt of lot 1, no animal tracks were observed by 
Investigators. However, wild pig tracks were observed In and around other lots on the 
Paidnes ranch. Wild pig fecal material and rooting were seen in a field belonging to a 
different grower, located approximately 1 .7 miles south of lot 1 . Coyote feces were seen near 
the lots. Growers from two nearby vineyards reported damage to their vineyards caused by 
pigs during thinning and harvesting in late summer and fall. 


Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which Includes all photos and figures Is 
available at: httD://www.dhs.ca.flov/fdb/HTML/Food/EntrtnvRDfchtm 


Pig Rooting and Tracks, In Field Belonging to Neighboring Grower to Mission Organics 

CalFERT investigators collected 351 environmental samples on the Paidnes Ranch, 
including cattle feces, wild pig feces, other animal feces, soil, and water. Of these, 45 
samples (13 percent) were positive for E. co^i0^57^Kf and 26 (58 percent) of these 45 
matched the outbreak strain as determined by PFGE analysis. PFGE pattern matches were 
found in cattle feces, wild pig feces, soil, and river water samples. 

On the Wickstrom Ranch, no fendng was present around lot B17. Investigators observed 
that the well used for irrigation of lot 817 had a damaged casing. The Pajaro River flows past 
the ranch, approximately 1 50 feet west of the field, in a riverbed that is 1 5-20 feet lower in 
elevation than the field. Several cattle were seen grazing on a hill in a fenced pasture about 
50 feet from the field. Beyond the Pajaro River, approximately one-third mile from the field, 
trailer homes with chained dogs and a house with corralled goats were observed. A pie of 
horse manure/shavings was observed 400 feet north and at a higher elevation than the field. 
Forty-four environmental and product samples were collected. Including water, Moore swabs, 
soil/sediment, and romaine lettuce from an adjacent field. One (two percent) Moore swab 
sample from the Pajaro River was positive for E. coli 0157:H7. However, the PFGE pattern 
of this sample did not match that of the outbreak strain. 
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Approximately 2,000 head of cattle graze on the Palcines Ranch in the hills and patches of 
dense vegetation along the San Benito River. Wild pigs and virild pig signs (tracks, fecal 
material, and rooting), were observed In the cattle grazing areas, in addition to deer, small 
mammals, and birds. In the hardened dirt of lot 1, no animal tracks were observed by 
Investigators. However, wild pig tracks were observed In and around other lots on the 
Paidnes ranch. Wild pig fecal material and rooting were seen in a field belonging to a 
different grower, located approximately 1 .7 miles south of lot 1 . Coyote feces were seen near 
the lots. Growers from two nearby vineyards reported damage to their vineyards caused by 
pigs during thinning and harvesting in late summer and fall. 


Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which Includes all photos and figures Is 
available at: httD://www.dhs.ca.flov/fdb/HTML/Food/EntrtnvRDfchtm 


Pig Rooting and Tracks, In Field Belonging to Neighboring Grower to Mission Organics 

CalFERT investigators collected 351 environmental samples on the Paidnes Ranch, 
including cattle feces, wild pig feces, other animal feces, soil, and water. Of these, 45 
samples (13 percent) were positive for E. co^i0^57^Kf and 26 (58 percent) of these 45 
matched the outbreak strain as determined by PFGE analysis. PFGE pattern matches were 
found in cattle feces, wild pig feces, soil, and river water samples. 

On the Wickstrom Ranch, no fendng was present around lot B17. Investigators observed 
that the well used for irrigation of lot 817 had a damaged casing. The Pajaro River flows past 
the ranch, approximately 1 50 feet west of the field, in a riverbed that is 1 5-20 feet lower in 
elevation than the field. Several cattle were seen grazing on a hill in a fenced pasture about 
50 feet from the field. Beyond the Pajaro River, approximately one-third mile from the field, 
trailer homes with chained dogs and a house with corralled goats were observed. A pie of 
horse manure/shavings was observed 400 feet north and at a higher elevation than the field. 
Forty-four environmental and product samples were collected. Including water, Moore swabs, 
soil/sediment, and romaine lettuce from an adjacent field. One (two percent) Moore swab 
sample from the Pajaro River was positive for E. coli 0157:H7. However, the PFGE pattern 
of this sample did not match that of the outbreak strain. 
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Approximately 2,000 head of cattle graze on the Palcines Ranch in the hills and patches of 
dense vegetation along the San Benito River. Wild pigs and virild pig signs (tracks, fecal 
material, and rooting), were observed In the cattle grazing areas, in addition to deer, small 
mammals, and birds. In the hardened dirt of lot 1, no animal tracks were observed by 
Investigators. However, wild pig tracks were observed In and around other lots on the 
Paidnes ranch. Wild pig fecal material and rooting were seen in a field belonging to a 
different grower, located approximately 1 .7 miles south of lot 1 . Coyote feces were seen near 
the lots. Growers from two nearby vineyards reported damage to their vineyards caused by 
pigs during thinning and harvesting in late summer and fall. 


Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which Includes all photos and figures Is 
available at: httD://www.dhs.ca.flov/fdb/HTML/Food/EntrtnvRDfchtm 


Pig Rooting and Tracks, In Field Belonging to Neighboring Grower to Mission Organics 

CalFERT investigators collected 351 environmental samples on the Paidnes Ranch, 
including cattle feces, wild pig feces, other animal feces, soil, and water. Of these, 45 
samples (13 percent) were positive for E. co^i0^57^Kf and 26 (58 percent) of these 45 
matched the outbreak strain as determined by PFGE analysis. PFGE pattern matches were 
found in cattle feces, wild pig feces, soil, and river water samples. 

On the Wickstrom Ranch, no fendng was present around lot B17. Investigators observed 
that the well used for irrigation of lot 817 had a damaged casing. The Pajaro River flows past 
the ranch, approximately 1 50 feet west of the field, in a riverbed that is 1 5-20 feet lower in 
elevation than the field. Several cattle were seen grazing on a hill in a fenced pasture about 
50 feet from the field. Beyond the Pajaro River, approximately one-third mile from the field, 
trailer homes with chained dogs and a house with corralled goats were observed. A pie of 
horse manure/shavings was observed 400 feet north and at a higher elevation than the field. 
Forty-four environmental and product samples were collected. Including water, Moore swabs, 
soil/sediment, and romaine lettuce from an adjacent field. One (two percent) Moore swab 
sample from the Pajaro River was positive for E. coli 0157:H7. However, the PFGE pattern 
of this sample did not match that of the outbreak strain. 
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Approximately 2,000 head of cattle graze on the Palcines Ranch in the hills and patches of 
dense vegetation along the San Benito River. Wild pigs and virild pig signs (tracks, fecal 
material, and rooting), were observed In the cattle grazing areas, in addition to deer, small 
mammals, and birds. In the hardened dirt of lot 1, no animal tracks were observed by 
Investigators. However, wild pig tracks were observed In and around other lots on the 
Paidnes ranch. Wild pig fecal material and rooting were seen in a field belonging to a 
different grower, located approximately 1 .7 miles south of lot 1 . Coyote feces were seen near 
the lots. Growers from two nearby vineyards reported damage to their vineyards caused by 
pigs during thinning and harvesting in late summer and fall. 


Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which Includes all photos and figures Is 
available at: httD://www.dhs.ca.flov/fdb/HTML/Food/EntrtnvRDfchtm 


Pig Rooting and Tracks, In Field Belonging to Neighboring Grower to Mission Organics 

CalFERT investigators collected 351 environmental samples on the Paidnes Ranch, 
including cattle feces, wild pig feces, other animal feces, soil, and water. Of these, 45 
samples (13 percent) were positive for E. co^i0^57^Kf and 26 (58 percent) of these 45 
matched the outbreak strain as determined by PFGE analysis. PFGE pattern matches were 
found in cattle feces, wild pig feces, soil, and river water samples. 

On the Wickstrom Ranch, no fendng was present around lot B17. Investigators observed 
that the well used for irrigation of lot 817 had a damaged casing. The Pajaro River flows past 
the ranch, approximately 1 50 feet west of the field, in a riverbed that is 1 5-20 feet lower in 
elevation than the field. Several cattle were seen grazing on a hill in a fenced pasture about 
50 feet from the field. Beyond the Pajaro River, approximately one-third mile from the field, 
trailer homes with chained dogs and a house with corralled goats were observed. A pie of 
horse manure/shavings was observed 400 feet north and at a higher elevation than the field. 
Forty-four environmental and product samples were collected. Including water, Moore swabs, 
soil/sediment, and romaine lettuce from an adjacent field. One (two percent) Moore swab 
sample from the Pajaro River was positive for E. coli 0157:H7. However, the PFGE pattern 
of this sample did not match that of the outbreak strain. 
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Approximately 2,000 head of cattle graze on the Palcines Ranch in the hills and patches of 
dense vegetation along the San Benito River. Wild pigs and virild pig signs (tracks, fecal 
material, and rooting), were observed In the cattle grazing areas, in addition to deer, small 
mammals, and birds. In the hardened dirt of lot 1, no animal tracks were observed by 
Investigators. However, wild pig tracks were observed In and around other lots on the 
Paidnes ranch. Wild pig fecal material and rooting were seen in a field belonging to a 
different grower, located approximately 1 .7 miles south of lot 1 . Coyote feces were seen near 
the lots. Growers from two nearby vineyards reported damage to their vineyards caused by 
pigs during thinning and harvesting in late summer and fall. 


Photo's and figures have been redacted from this report version for users with dial-up 
Internet connections. A version of this report which Includes all photos and figures Is 
available at: httD://www.dhs.ca.flov/fdb/HTML/Food/EntrtnvRDfchtm 


Pig Rooting and Tracks, In Field Belonging to Neighboring Grower to Mission Organics 

CalFERT investigators collected 351 environmental samples on the Paidnes Ranch, 
including cattle feces, wild pig feces, other animal feces, soil, and water. Of these, 45 
samples (13 percent) were positive for E. co^i0^57^Kf and 26 (58 percent) of these 45 
matched the outbreak strain as determined by PFGE analysis. PFGE pattern matches were 
found in cattle feces, wild pig feces, soil, and river water samples. 

On the Wickstrom Ranch, no fendng was present around lot B17. Investigators observed 
that the well used for irrigation of lot 817 had a damaged casing. The Pajaro River flows past 
the ranch, approximately 1 50 feet west of the field, in a riverbed that is 1 5-20 feet lower in 
elevation than the field. Several cattle were seen grazing on a hill in a fenced pasture about 
50 feet from the field. Beyond the Pajaro River, approximately one-third mile from the field, 
trailer homes with chained dogs and a house with corralled goats were observed. A pie of 
horse manure/shavings was observed 400 feet north and at a higher elevation than the field. 
Forty-four environmental and product samples were collected. Including water, Moore swabs, 
soil/sediment, and romaine lettuce from an adjacent field. One (two percent) Moore swab 
sample from the Pajaro River was positive for E. coli 0157:H7. However, the PFGE pattern 
of this sample did not match that of the outbreak strain. 
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On the Taix Ranch, no fendng existed around lot 1TA1 . The crops grown there were 
irrigated using weii and Blue Valve water. San Juan Canyon Creek runs along the southwest 
side of Talx Ranch, containing spent NSF processing water and drainage from the nearby 
hills. The San Benito River fiows past the Taix Ranch, approximately one-half mile northeast 
of lot 1TA1 . Steer/bull pens and cows grazing in hills were obsenred one-half to one mile 
south of lot 1TA1, on Nyland Ranch. CalFERT Investigators collected 133 environmental and 
product samples in and around the Tabr Ranch, including baby greens, cattle and bird feces, 
soli/sediment, Moore swabs, drag swabs, and water. Of these, four samples (three percent) 
of soil adjacent to cattle feces at the Nyland Ranch was found positive for £ coli 01 57:H7. 
However, the PFGE pattern of the isolate did not match the outbreak strain. Investigators 
sampled the San Justo and San Luis Reservoirs in San Benito County, which feed the Blue 
Valve water supply system. Samples were negative for £ co//0157;H7. 

On the Eade Ranch, lot 6C was not fenced. Crops were irrigated with water from a well that 
was not grouted and lacked good drainage and a conaete slab. The Safinas River flows past 
Eade Ranch, approximately three-fourths to one mile west of the field, at a lower elevation 
than lot 6C. To the east of lot 6C, past a neighboring field at a higher elevation, was a 
300 - 400 foot wide buffer zone of bare ground, followed by cattle pastureland on the hills. A 
feed lot was located 1 .6 miles south of lot 6C, home to approximately 3,500 head of cattle 
between June and September. A small herd of goats, a few horses, and some dogs were 
also observed on the feedlot premises. Pig tracks were obsenred at the catch pond above 
the east side of lot 6C and at another pond on the property. Pig scat was collected near the 
Salinas River and contained partially digested carrots. The fans manager reported problems 
with feral pigs during October around lot 9, which was planted with carrots. Lot 9 is about 
1 -1 .3 miles north of lot 6C. CalFERT investigators collected 1 02 environmental and product 
samples in and around the Eade Ranch, including red leaf product, cattle feces from the 
feedlot, wild pig feces (collected from the edge of the river), water, and sediment. Of these, 
nine samples (nine percent) of cattle feces from the feedlot were positive for E cdl 01 57:H7, 
and one sample (one percent) of water from a cattle water trough was positive for £ colt 
01 57. The PFGE patterns of these samples did not match that of the outbreak strain. 


Glossary of Terms 

Field : A Held' Is a contiguous stretch of land used for growing crops, usually bordered by a 
dirt road or fence. It may be as small as a couple acres or as large as 50 or more acres. A 
field is usually separated from an adjacent field by a dirt road. 

Grower : In this report, "grower" is used to refer to a business entity that leases or owns a 
particular "ranch" and cultivates crops on that land. The grower is responsible for all aspects 
of that cultivation, from preparing the land through harvesting. The grower usually contracts 
with separate business entitles for services such as pesticide application or hanresting. 

Harvester : In this r^rt, "harvester" Is used to refer to a business entity that Is responsible 
for cutting spinach in the field and packing it into bins or totes. The hanrester is usually a 
separate entity from the grower, but not always. 

Lot : In this report, "lol" is used synonymously with “field.’ Growers number the different 
fields or lots on a ranch, calling them, for example; ‘Lot 1 , Lot 2, Lot 3.” etc. A lot may be 
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On the Taix Ranch, no fendng existed around iot 1TA1 . The crops grown there were 
irrigated using weii and Blue Valve water. San Juan Canyon Creek runs along the southwest 
side of Talx Ranch, containing spent NSF processing water and drainage from the nearby 
hills. The San Benito River fiows past the Taix Ranch, approximately one-half mile northeast 
of lot 1TA1 . Steer/bull pens and cows grazing in hills were obsenred one-half to one mile 
south of lot 1TA1, on Nyland Ranch. CalFERT Investigators collected 133 environmental and 
product samples in and around the Tabr Ranch, including baby greens, cattle and bird feces, 
soli/sediment, Moore swabs, drag swabs, and water. Of these, four samples (three percent) 
of soil adjacent to cattle feces at the Nyland Ranch was found positive for £ coli 01 57:H7. 
However, the PFGE pattern of the isolate did not match the outbreak strain. Investigators 
sampled the San Justo and San Luis Reservoirs in San Benito County, which feed the Blue 
Valve water supply system. Samples were negative for £ co//0157;H7. 

On the Eade Ranch, lot 6C was not fenced. Crops were irrigated with water from a well that 
was not grouted and lacked good drainage and a conaete slab. The Safinas River flows past 
Eade Ranch, approximately three-fourths to one mile west of the field, at a lower elevation 
than lot 6C. To the east of lot 6C, past a neighboring field at a higher elevation, was a 
300 - 400 foot wide buffer zone of bare ground, followed by cattle pastureland on the hills. A 
feed lot was located 1 .6 miles south of lot 6C, home to approximately 3,500 head of cattle 
between June and September. A small herd of goats, a few horses, and some dogs were 
also observed on the feedlot premises. Pig tracks were obsenred at the catch pond above 
the east side of lot 6C and at another pond on the property. Pig scat was collected near the 
Salinas River and contained partially digested carrots. The fans manager reported problems 
with feral pigs during October around lot 9, which was planted with carrots. Lot 9 is about 
1 -1 .3 miles north of lot 6C. CalFERT investigators collected 1 02 environmental and product 
samples in and around the Eade Ranch, including red leaf product, cattle feces from the 
feedlot, wild pig feces (collected from the edge of the river), water, and sediment. Of these, 
nine samples (nine percent) of cattle feces from the feedlot were positive for E cdl 01 57:H7, 
and one sample (one percent) of water from a cattle water trough was positive for £ colt 
01 57. The PFGE patterns of these samples did not match that of the outbreak strain. 


Glossary of Terms 

Field : A Held' Is a contiguous stretch of land used for growing crops, usually bordered by a 
dirt road or fence. It may be as small as a couple acres or as large as 50 or more acres. A 
field is usually separated from an adjacent field by a dirt road. 

Grower : In this report, "grower" is used to refer to a business entity that leases or owns a 
parUcular "ranch" and cultivates crops on that land. The grower is responsible for all aspects 
of that cultivation, from preparing the land through harvesting. The grower usually contracts 
with separate business entitles for services such as pesticide application or hanresting. 

Harvester : In this r^rt, "harvester" Is used to refer to a business entity that Is responsible 
for cutting spinach in the field and packing it into bins or totes. The hanrester is usually a 
separate entity from the grower, but not always. 

Lot : In this report, "lol" is used synonymously with “field.’ Growers number the different 
fields or lots on a ranch, calling them, for example; ‘Lot 1 , Lot 2, Lot 3.” etc. A lot may be 
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On the Taix Ranch, no fendng existed around iot 1TA1 . The crops grown there were 
irrigated using weii and Blue Valve water. San Juan Canyon Creek runs along the southwest 
side of Talx Ranch, containing spent NSF processing water and drainage from the nearby 
hills. The San Benito River fiows past the Taix Ranch, approximately one-half mile northeast 
of lot 1TA1 . Steer/bull pens and cows grazing in hills were obsenred one-half to one mile 
south of lot 1TA1, on Nyland Ranch. CalFERT Investigators collected 133 environmental and 
product samples in and around the Tabr Ranch, including baby greens, cattle and bird feces, 
soli/sediment, Moore swabs, drag swabs, and water. Of these, four samples (three percent) 
of soil adjacent to cattle feces at the Nyland Ranch was found positive for £ coli 01 57:H7. 
However, the PFGE pattern of the isolate did not match the outbreak strain. Investigators 
sampled the San Justo and San Luis Reservoirs in San Benito County, which feed the Blue 
Valve water supply system. Samples were negative for £ co//0157;H7. 

On the Eade Ranch, lot 6C was not fenced. Crops were irrigated with water from a well that 
was not grouted and lacked good drainage and a conaete slab. The Safinas River flows past 
Eade Ranch, approximately three-fourths to one mile west of the field, at a lower elevation 
than lot 6C. To the east of lot 6C, past a neighboring field at a higher elevation, was a 
300 - 400 foot wide buffer zone of bare ground, followed by cattle pastureland on the hills. A 
feed lot was located 1 .6 miles south of lot 6C, home to approximately 3,500 head of cattle 
between June and September. A small herd of goats, a few horses, and some dogs were 
also observed on the feedlot premises. Pig tracks were obsenred at the catch pond above 
the east side of lot 6C and at another pond on the property. Pig scat was collected near the 
Salinas River and contained partially digested carrots. The fans manager reported problems 
with feral pigs during October around lot 9, which was planted with carrots. Lot 9 is about 
1 -1 .3 miles north of lot 6C. CalFERT investigators collected 1 02 environmental and product 
samples in and around the Eade Ranch, including red leaf product, cattle feces from the 
feedlot, wild pig feces (collected from the edge of the river), water, and sediment. Of these, 
nine samples (nine percent) of cattle feces from the feedlot were positive for E cdl 01 57:H7, 
and one sample (one percent) of water from a cattle water trough was positive for £ colt 
01 57. The PFGE patterns of these samples did not match that of the outbreak strain. 


Glossary of Terms 

Field : A Held' Is a contiguous stretch of land used for growing crops, usually bordered by a 
dirt road or fence. It may be as small as a couple acres or as large as 50 or more acres. A 
field is usually separated from an adjacent field by a dirt road. 

Grower : In this report, "grower" is used to refer to a business entity that leases or owns a 
parUcular "ranch" and cultivates crops on that land. The grower is responsible for all aspects 
of that cultivation, from preparing the land through harvesting. The grower usually contracts 
with separate business entitles for services such as pesticide application or hanresting. 

Harvester : In this r^rt, "harvester" Is used to refer to a business entity that Is responsible 
for cutting spinach in the field and packing it into bins or totes. The hanrester is usually a 
separate entity from the grower, but not always. 

Lot : In this report, "lol" is used synonymously with “field.’ Growers number the different 
fields or lots on a ranch, calling them, for example; ‘Lot 1 , Lot 2, Lot 3.” etc. A lot may be 
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On the Taix Ranch, no fendng existed around iot 1TA1 . The crops grown there were 
irrigated using weii and Blue Valve water. San Juan Canyon Creek runs along the southwest 
side of Talx Ranch, containing spent NSF processing water and drainage from the nearby 
hills. The San Benito River fiows past the Taix Ranch, approximately one-half mile northeast 
of lot 1TA1 . Steer/bull pens and cows grazing in hills were obsenred one-half to one mile 
south of lot 1TA1, on Nyland Ranch. CalFERT Investigators collected 133 environmental and 
product samples in and around the Tabr Ranch, including baby greens, cattle and bird feces, 
soli/sediment, Moore swabs, drag swabs, and water. Of these, four samples (three percent) 
of soil adjacent to cattle feces at the Nyland Ranch was found positive for £ coli 01 57:H7. 
However, the PFGE pattern of the isolate did not match the outbreak strain. Investigators 
sampled the San Justo and San Luis Reservoirs in San Benito County, which feed the Blue 
Valve water supply system. Samples were negative for £ co//0157;H7. 

On the Eade Ranch, lot 6C was not fenced. Crops were irrigated with water from a well that 
was not grouted and lacked good drainage and a conaete slab. The Safinas River flows past 
Eade Ranch, approximately three-fourths to one mile west of the field, at a lower elevation 
than lot 6C. To the east of lot 6C, past a neighboring field at a higher elevation, was a 
300 - 400 foot wide buffer zone of bare ground, followed by cattle pastureland on the hills. A 
feed lot was located 1 .6 miles south of lot 6C, home to approximately 3,500 head of cattle 
between June and September. A small herd of goats, a few horses, and some dogs were 
also observed on the feedlot premises. Pig tracks were obsenred at the catch pond above 
the east side of lot 6C and at another pond on the property. Pig scat was collected near the 
Salinas River and contained partially digested carrots. The fans manager reported problems 
with feral pigs during October around lot 9, which was planted with carrots. Lot 9 is about 
1 -1 .3 miles north of lot 6C. CalFERT investigators collected 1 02 environmental and product 
samples in and around the Eade Ranch, including red leaf product, cattle feces from the 
feedlot, wild pig feces (collected from the edge of the river), water, and sediment. Of these, 
nine samples (nine percent) of cattle feces from the feedlot were positive for E cdl 01 57:H7, 
and one sample (one percent) of water from a cattle water trough was positive for £ colt 
01 57. The PFGE patterns of these samples did not match that of the outbreak strain. 


Glossary of Terms 

Field : A Held' Is a contiguous stretch of land used for growing crops, usually bordered by a 
dirt road or fence. It may be as small as a couple acres or as large as 50 or more acres. A 
field is usually separated from an adjacent field by a dirt road. 

Grower : In this report, "grower" is used to refer to a business entity that leases or owns a 
parUcular "ranch" and cultivates crops on that land. The grower is responsible for all aspects 
of that cultivation, from preparing the land through harvesting. The grower usually contracts 
with separate business entitles for services such as pesticide application or hanresting. 

Harvester : In this r^rt, "harvester" Is used to refer to a business entity that Is responsible 
for cutting spinach in the field and packing it into bins or totes. The hanrester is usually a 
separate entity from the grower, but not always. 

Lot : In this report, "lol" is used synonymously with “field.’ Growers number the different 
fields or lots on a ranch, calling them, for example; ‘Lot 1 , Lot 2, Lot 3.” etc. A lot may be 
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On the Taix Ranch, no fendng existed around iot 1TA1 . The crops grown there were 
irrigated using weii and Blue Valve water. San Juan Canyon Creek runs along the southwest 
side of Talx Ranch, containing spent NSF processing water and drainage from the nearby 
hills. The San Benito River fiows past the Taix Ranch, approximately one-half mile northeast 
of lot 1TA1 . Steer/bull pens and cows grazing in hills were obsenred one-half to one mile 
south of lot 1TA1, on Nyland Ranch. CalFERT Investigators collected 133 environmental and 
product samples in and around the Tabr Ranch, including baby greens, cattle and bird feces, 
soli/sediment, Moore swabs, drag swabs, and water. Of these, four samples (three percent) 
of soil adjacent to cattle feces at the Nyland Ranch was found positive for £ coli 01 57:H7. 
However, the PFGE pattern of the isolate did not match the outbreak strain. Investigators 
sampled the San Justo and San Luis Reservoirs in San Benito County, which feed the Blue 
Valve water supply system. Samples were negative for £ co//0157;H7. 

On the Eade Ranch, lot 6C was not fenced. Crops were irrigated with water from a well that 
was not grouted and lacked good drainage and a conaete slab. The Safinas River flows past 
Eade Ranch, approximately three-fourths to one mile west of the field, at a lower elevation 
than lot 6C. To the east of lot 6C, past a neighboring field at a higher elevation, was a 
300 - 400 foot wide buffer zone of bare ground, followed by cattle pastureland on the hills. A 
feed lot was located 1 .6 miles south of lot 6C, home to approximately 3,500 head of cattle 
between June and September. A small herd of goats, a few horses, and some dogs were 
also observed on the feedlot premises. Pig tracks were obsenred at the catch pond above 
the east side of lot 6C and at another pond on the property. Pig scat was collected near the 
Salinas River and contained partially digested carrots. The fans manager reported problems 
with feral pigs during October around lot 9, which was planted with carrots. Lot 9 is about 
1 -1 .3 miles north of lot 6C. CalFERT investigators collected 1 02 environmental and product 
samples in and around the Eade Ranch, including red leaf product, cattle feces from the 
feedlot, wild pig feces (collected from the edge of the river), water, and sediment. Of these, 
nine samples (nine percent) of cattle feces from the feedlot were positive for E cdl 01 57:H7, 
and one sample (one percent) of water from a cattle water trough was positive for £ colt 
01 57. The PFGE patterns of these samples did not match that of the outbreak strain. 


Glossary of Terms 

Field : A Held' Is a contiguous stretch of land used for growing crops, usually bordered by a 
dirt road or fence. It may be as small as a couple acres or as large as 50 or more acres. A 
field is usually separated from an adjacent field by a dirt road. 

Grower : In this report, "grower" is used to refer to a business entity that leases or owns a 
parUcular "ranch" and cultivates crops on that land. The grower is responsible for all aspects 
of that cultivation, from preparing the land through harvesting. The grower usually contracts 
with separate business entitles for services such as pesticide application or hanresting. 

Harvester : In this r^rt, "harvester" Is used to refer to a business entity that Is responsible 
for cutting spinach in the field and packing it into bins or totes. The hanrester is usually a 
separate entity from the grower, but not always. 

Lot : In this report, "lol" is used synonymously with “field.’ Growers number the different 
fields or lots on a ranch, calling them, for example; ‘Lot 1 , Lot 2, Lot 3.” etc. A lot may be 


Investigation of an Eaoherif^ coif 01 57:H7 
Outbreak Associated wftti Dole Pre*Padca9ed Spbiach 
Final: 3 jS1.07 


47 



635 


On the Taix Ranch, no fendng existed around iot 1TA1 . The crops grown there were 
irrigated using weii and Blue Valve water. San Juan Canyon Creek runs along the southwest 
side of Talx Ranch, containing spent NSF processing water and drainage from the nearby 
hills. The San Benito River fiows past the Taix Ranch, approximately one-half mile northeast 
of lot 1TA1 . Steer/bull pens and cows grazing in hills were obsenred one-half to one mile 
south of lot 1TA1, on Nyland Ranch. CalFERT Investigators collected 133 environmental and 
product samples in and around the Tabr Ranch, including baby greens, cattle and bird feces, 
soli/sediment, Moore swabs, drag swabs, and water. Of these, four samples (three percent) 
of soil adjacent to cattle feces at the Nyland Ranch was found positive for £ coli 01 57:H7. 
However, the PFGE pattern of the isolate did not match the outbreak strain. Investigators 
sampled the San Justo and San Luis Reservoirs in San Benito County, which feed the Blue 
Valve water supply system. Samples were negative for £ co//0157;H7. 

On the Eade Ranch, lot 6C was not fenced. Crops were irrigated with water from a well that 
was not grouted and lacked good drainage and a conaete slab. The Safinas River flows past 
Eade Ranch, approximately three-fourths to one mile west of the field, at a lower elevation 
than lot 6C. To the east of lot 6C, past a neighboring field at a higher elevation, was a 
300 - 400 foot wide buffer zone of bare ground, followed by cattle pastureland on the hills. A 
feed lot was located 1 .6 miles south of lot 6C, home to approximately 3,500 head of cattle 
between June and September. A small herd of goats, a few horses, and some dogs were 
also observed on the feedlot premises. Pig tracks were obsenred at the catch pond above 
the east side of lot 6C and at another pond on the property. Pig scat was collected near the 
Salinas River and contained partially digested carrots. The fans manager reported problems 
with feral pigs during October around lot 9, which was planted with carrots. Lot 9 is about 
1 -1 .3 miles north of lot 6C. CalFERT investigators collected 1 02 environmental and product 
samples in and around the Eade Ranch, including red leaf product, cattle feces from the 
feedlot, wild pig feces (collected from the edge of the river), water, and sediment. Of these, 
nine samples (nine percent) of cattle feces from the feedlot were positive for E cdl 01 57:H7, 
and one sample (one percent) of water from a cattle water trough was positive for £ colt 
01 57. The PFGE patterns of these samples did not match that of the outbreak strain. 


Glossary of Terms 

Field : A Held' Is a contiguous stretch of land used for growing crops, usually bordered by a 
dirt road or fence. It may be as small as a couple acres or as large as 50 or more acres. A 
field is usually separated from an adjacent field by a dirt road. 

Grower : In this report, "grower" is used to refer to a business entity that leases or owns a 
parUcular "ranch" and cultivates crops on that land. The grower is responsible for all aspects 
of that cultivation, from preparing the land through harvesting. The grower usually contracts 
with separate business entitles for services such as pesticide application or hanresting. 

Harvester : In this r^rt, "harvester" Is used to refer to a business entity that Is responsible 
for cutting spinach in the field and packing it into bins or totes. The hanrester is usually a 
separate entity from the grower, but not always. 

Lot : In this report, "lol" is used synonymously with “field.’ Growers number the different 
fields or lots on a ranch, calling them, for example; ‘Lot 1 , Lot 2, Lot 3.” etc. A lot may be 
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On the Taix Ranch, no fendng existed around iot 1TA1 . The crops grown there were 
irrigated using weii and Blue Valve water. San Juan Canyon Creek runs along the southwest 
side of Talx Ranch, containing spent NSF processing water and drainage from the nearby 
hills. The San Benito River fiows past the Taix Ranch, approximately one-half mile northeast 
of lot 1TA1 . Steer/bull pens and cows grazing in hills were obsenred one-half to one mile 
south of lot 1TA1, on Nyland Ranch. CalFERT Investigators collected 133 environmental and 
product samples in and around the Tabr Ranch, including baby greens, cattle and bird feces, 
soli/sediment, Moore swabs, drag swabs, and water. Of these, four samples (three percent) 
of soil adjacent to cattle feces at the Nyland Ranch was found positive for £ coli 01 57:H7. 
However, the PFGE pattern of the isolate did not match the outbreak strain. Investigators 
sampled the San Justo and San Luis Reservoirs in San Benito County, which feed the Blue 
Valve water supply system. Samples were negative for £ co//0157;H7. 

On the Eade Ranch, lot 6C was not fenced. Crops were irrigated with water from a well that 
was not grouted and lacked good drainage and a conaete slab. The Safinas River flows past 
Eade Ranch, approximately three-fourths to one mile west of the field, at a lower elevation 
than lot 6C. To the east of lot 6C, past a neighboring field at a higher elevation, was a 
300 - 400 foot wide buffer zone of bare ground, followed by cattle pastureland on the hills. A 
feed lot was located 1 .6 miles south of lot 6C, home to approximately 3,500 head of cattle 
between June and September. A small herd of goats, a few horses, and some dogs were 
also observed on the feedlot premises. Pig tracks were obsenred at the catch pond above 
the east side of lot 6C and at another pond on the property. Pig scat was collected near the 
Salinas River and contained partially digested carrots. The fans manager reported problems 
with feral pigs during October around lot 9, which was planted with carrots. Lot 9 is about 
1 -1 .3 miles north of lot 6C. CalFERT investigators collected 1 02 environmental and product 
samples in and around the Eade Ranch, including red leaf product, cattle feces from the 
feedlot, wild pig feces (collected from the edge of the river), water, and sediment. Of these, 
nine samples (nine percent) of cattle feces from the feedlot were positive for E cdl 01 57:H7, 
and one sample (one percent) of water from a cattle water trough was positive for £ colt 
01 57. The PFGE patterns of these samples did not match that of the outbreak strain. 


Glossary of Terms 

Field : A Held' Is a contiguous stretch of land used for growing crops, usually bordered by a 
dirt road or fence. It may be as small as a couple acres or as large as 50 or more acres. A 
field is usually separated from an adjacent field by a dirt road. 

Grower : In this report, "grower" is used to refer to a business entity that leases or owns a 
parUcular "ranch" and cultivates crops on that land. The grower is responsible for all aspects 
of that cultivation, from preparing the land through harvesting. The grower usually contracts 
with separate business entitles for services such as pesticide application or hanresting. 

Harvester : In this r^rt, "harvester" Is used to refer to a business entity that Is responsible 
for cutting spinach in the field and packing it into bins or totes. The hanrester is usually a 
separate entity from the grower, but not always. 

Lot : In this report, "lol" is used synonymously with “field.’ Growers number the different 
fields or lots on a ranch, calling them, for example; ‘Lot 1 , Lot 2, Lot 3.” etc. A lot may be 
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On the Taix Ranch, no fendng existed around iot 1TA1 . The crops grown there were 
irrigated using weii and Blue Valve water. San Juan Canyon Creek runs along the southwest 
side of Talx Ranch, containing spent NSF processing water and drainage from the nearby 
hills. The San Benito River fiows past the Taix Ranch, approximately one-half mile northeast 
of lot 1TA1 . Steer/bull pens and cows grazing in hills were obsenred one-half to one mile 
south of lot 1TA1, on Nyland Ranch. CalFERT Investigators collected 133 environmental and 
product samples in and around the Tabr Ranch, including baby greens, cattle and bird feces, 
soli/sediment, Moore swabs, drag swabs, and water. Of these, four samples (three percent) 
of soil adjacent to cattle feces at the Nyland Ranch was found positive for £ coli 01 57:H7. 
However, the PFGE pattern of the isolate did not match the outbreak strain. Investigators 
sampled the San Justo and San Luis Reservoirs in San Benito County, which feed the Blue 
Valve water supply system. Samples were negative for £ co//0157;H7. 

On the Eade Ranch, lot 6C was not fenced. Crops were irrigated with water from a well that 
was not grouted and lacked good drainage and a conaete slab. The Safinas River flows past 
Eade Ranch, approximately three-fourths to one mile west of the field, at a lower elevation 
than lot 6C. To the east of lot 6C, past a neighboring field at a higher elevation, was a 
300 - 400 foot wide buffer zone of bare ground, followed by cattle pastureland on the hills. A 
feed lot was located 1 .6 miles south of lot 6C, home to approximately 3,500 head of cattle 
between June and September. A small herd of goats, a few horses, and some dogs were 
also observed on the feedlot premises. Pig tracks were obsenred at the catch pond above 
the east side of lot 6C and at another pond on the property. Pig scat was collected near the 
Salinas River and contained partially digested carrots. The fans manager reported problems 
with feral pigs during October around lot 9, which was planted with carrots. Lot 9 is about 
1 -1 .3 miles north of lot 6C. CalFERT investigators collected 1 02 environmental and product 
samples in and around the Eade Ranch, including red leaf product, cattle feces from the 
feedlot, wild pig feces (collected from the edge of the river), water, and sediment. Of these, 
nine samples (nine percent) of cattle feces from the feedlot were positive for E cdl 01 57:H7, 
and one sample (one percent) of water from a cattle water trough was positive for £ colt 
01 57. The PFGE patterns of these samples did not match that of the outbreak strain. 


Glossary of Terms 

Field : A Held' Is a contiguous stretch of land used for growing crops, usually bordered by a 
dirt road or fence. It may be as small as a couple acres or as large as 50 or more acres. A 
field is usually separated from an adjacent field by a dirt road. 

Grower : In this report, "grower" is used to refer to a business entity that leases or owns a 
parUcular "ranch" and cultivates crops on that land. The grower is responsible for all aspects 
of that cultivation, from preparing the land through harvesting. The grower usually contracts 
with separate business entitles for services such as pesticide application or hanresting. 

Harvester : In this r^rt, "harvester" Is used to refer to a business entity that Is responsible 
for cutting spinach in the field and packing it into bins or totes. The hanrester is usually a 
separate entity from the grower, but not always. 

Lot : In this report, "lol" is used synonymously with “field.’ Growers number the different 
fields or lots on a ranch, calling them, for example; ‘Lot 1 , Lot 2, Lot 3.” etc. A lot may be 
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On the Taix Ranch, no fendng existed around lot 1TA1 . The crops grown there were 
irrigated using weii and Blue Valve water. San Juan Canyon Creek runs along the southwest 
side of Talx Ranch, containing spent NSF processing water and drainage from the nearby 
hills. The San Benito River fiows past the Taix Ranch, approximately one-half mile northeast 
of lot 1TA1 . Steer/bull pens and cows grazing in hills were obsenred one-half to one mile 
south of lot 1TA1, on Nyland Ranch. CalFERT Investigators collected 133 environmental and 
product samples in and around the Tabr Ranch, including baby greens, cattle and bird feces, 
soli/sediment, Moore swabs, drag swabs, and water. Of these, four samples (three percent) 
of soil adjacent to cattle feces at the Nyland Ranch was found positive for £ coli 01 57:H7. 
However, the PFGE pattern of the isolate did not match the outbreak strain. Investigators 
sampled the San Justo and San Luis Reservoirs in San Benito County, which feed the Blue 
Valve water supply system. Samples were negative for £ co//0157;H7. 

On the Eade Ranch, lot 6C was not fenced. Crops were irrigated with water from a well that 
was not grouted and lacked good drainage and a conaete slab. The Safinas River flows past 
Eade Ranch, approximately three-fourths to one mile west of the field, at a lower elevation 
than lot 6C. To the east of lot 6C, past a neighboring field at a higher elevation, was a 
300 - 400 foot wide buffer zone of bare ground, followed by cattle pastureland on the hills. A 
feed lot was located 1 .6 miles south of lot 6C, home to approximately 3,500 head of cattle 
between June and September. A small herd of goats, a few horses, and some dogs were 
also observed on the feedlot premises. Pig tracks were obsenred at the catch pond above 
the east side of lot 6C and at another pond on the property. Pig scat was collected near the 
Salinas River and contained partially digested carrots. The fans manager reported problems 
with feral pigs during October around lot 9, which was planted with carrots. Lot 9 is about 
1 -1 .3 miles north of lot 6C. CalFERT investigators collected 1 02 environmental and product 
samples in and around the Eade Ranch, including red leaf product, cattle feces from the 
feedlot, wild pig feces (collected from the edge of the river), water, and sediment. Of these, 
nine samples (nine percent) of cattle feces from the feedlot were positive for E cdl 01 57:H7, 
and one sample (one percent) of water from a cattle water trough was positive for £ colt 
01 57. The PFGE patterns of these samples did not match that of the outbreak strain. 


Glossary of Terms 

Field : A Held' Is a contiguous stretch of land used for growing crops, usually bordered by a 
dirt road or fence. It may be as small as a couple acres or as large as 50 or more acres. A 
field is usually separated from an adjacent field by a dirt road. 

Grower : In this report, "grower" is used to refer to a business entity that leases or owns a 
paiticular "ranch" and cultivates crops on that land. The grower is responsible for all aspects 
of that cultivation, from preparing the land through harvesting. The grower usually contracts 
with separate business entitles for services such as pesticide application or hanresting. 

Harvester : In this r^rt, "harvester" Is used to refer to a business entity that Is responsible 
for cutting spinach in the field and packing it into bins or totes. The hanrester is usually a 
separate entity from the grower, but not always. 

Lot : In this report, "lol" is used synonymously with “field.’ Growers number the different 
fields or lots on a ranch, calling them, for example; ‘Lot 1 , Lot 2, Lot 3.” etc. A lot may be 
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On the Taix Ranch, no fendng existed around iot 1TA1 . The crops grown there were 
irrigated using weii and Blue Valve water. San Juan Canyon Creek runs along the southwest 
side of Talx Ranch, containing spent NSF processing water and drainage from the nearby 
hills. The San Benito River fiows past the Taix Ranch, approximately one-half mile northeast 
of lot 1TA1 . Steer/bull pens and cows grazing in hills were obsenred one-half to one mile 
south of lot 1TA1, on Nyland Ranch. CalFERT Investigators collected 133 environmental and 
product samples in and around the Tabr Ranch, including baby greens, cattle and bird feces, 
soli/sediment, Moore swabs, drag swabs, and water. Of these, four samples (three percent) 
of soil adjacent to cattle feces at the Nyland Ranch was found positive for £ coli 01 57:H7. 
However, the PFGE pattern of the isolate did not match the outbreak strain. Investigators 
sampled the San Justo and San Luis Reservoirs in San Benito County, which feed the Blue 
Valve water supply system. Samples were negative for £ co//0157;H7. 

On the Eade Ranch, lot 6C was not fenced. Crops were irrigated with water from a well that 
was not grouted and lacked good drainage and a conaete slab. The Safinas River flows past 
Eade Ranch, approximately three-fourths to one mile west of the field, at a lower elevation 
than lot 6C. To the east of lot 6C, past a neighboring field at a higher elevation, was a 
300 - 400 foot wide buffer zone of bare ground, followed by cattle pastureland on the hills. A 
feed lot was located 1 .6 miles south of lot 6C, home to approximately 3,500 head of cattle 
between June and September. A small herd of goats, a few horses, and some dogs were 
also observed on the feedlot premises. Pig tracks were obsenred at the catch pond above 
the east side of lot 6C and at another pond on the property. Pig scat was collected near the 
Salinas River and contained partially digested carrots. The fans manager reported problems 
with feral pigs during October around lot 9, which was planted with carrots. Lot 9 is about 
1 -1 .3 miles north of lot 6C. CalFERT investigators collected 1 02 environmental and product 
samples in and around the Eade Ranch, including red leaf product, cattle feces from the 
feedlot, wild pig feces (collected from the edge of the river), water, and sediment. Of these, 
nine samples (nine percent) of cattle feces from the feedlot were positive for E cdl 01 57:H7, 
and one sample (one percent) of water from a cattle water trough was positive for £ colt 
01 57. The PFGE patterns of these samples did not match that of the outbreak strain. 


Glossary of Terms 

Field : A Held' Is a contiguous stretch of land used for growing crops, usually bordered by a 
dirt road or fence. It may be as small as a couple acres or as large as 50 or more acres. A 
field is usually separated from an adjacent field by a dirt road. 

Grower : In this report, "grower" is used to refer to a business entity that leases or owns a 
parUcular "ranch" and cultivates crops on that land. The grower is responsible for all aspects 
of that cultivation, from preparing the land through harvesting. The grower usually contracts 
with separate business entitles for services such as pesticide application or hanresting. 

Harvester : In this r^rt, "harvester" Is used to refer to a business entity that Is responsible 
for cutting spinach in the field and packing it into bins or totes. The hanrester is usually a 
separate entity from the grower, but not always. 

Lot : In this report, "lol" is used synonymously with “field.’ Growers number the different 
fields or lots on a ranch, calling them, for example; ‘Lot 1 , Lot 2, Lot 3.” etc. A lot may be 
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further delineated into sections “A, B, C,” etc. by growers to distinguish areas in which 
different types of crops are planted or areas in which the same crop has been planted on 
different dates. 

mioore Swab : A 'Moore Swab' is a piece of sterilized cotton gauze with a string attached. 
Moore Swabs are left in flowing water for an extended period of time (usually 4-6 days) 
prior to collection and analysis. These swabs appear to "capture” £ C0//O157:H7. 

Ranch : A "ranch” is a delineated region of agricultural land with a sf^'flc name, usually 
owned by one entity, Investigators observed that a ranch may consist of land used to grow 
crops, or it may also include land used for domestic animal grazing or domestic animal 
operations. Growers generally lease land from a ranch owner to use for growing crops. 
Crops are tracked In growers’ and harvesters’ records by their growing locations, using ranch 
name and lot number. 


Exhibits 

Exhibit 1 NSF; List of Manufactured Products That May Contain Spinach 
Exhibit 2 NSF: Organizational Charts; 3/23/06, 3/30/06 
Exhibrt 3 NSF South: Daily Room Temperature Check records, 8/1/06 - 8/31/06 

Exhibit 4 NSF; SOP 106, Raw Material Inspection and Handling, Issued 10/23/06 

NSF; Conventional Baby Spinach Raw Product Specifications, Issued 
Exhibits 10/3/04 

Exhibit 6 NSF North; Vacuum Cooling Tube Records, 8/1/06 - 8/31/06 
Exhibit 7 NSF South; Pressure Cooling Tube Logs, 8/1/06 - 8/31/06 
Exhibit 8 NSF South; Daily Depletion Log. 8/1 5/2006 

NSF; Process Flow: Quality Assurance Reference (OAR) 002, Issued 
Exhibits 3/30/06 

Exhibit 1 0 NSF; SOP 1 1 2, Contaminated Product Procedure, Issued 9/28/06 
Exhibit 1 1 NSF South: Water Systems Diagram 
Exhibit 1 2 NSF South: Site Diagram. Equipment Area Layout 
Exhibit 13 NSF: Hazard Analysis, Revised 2/20/06 

Exhibit 14 NSF: HACCP Plan, Revised 3/14/06 

Exhibit 15 NSF South: Wash Line Monitoring Records, 8/1/06 - 8/31/06 
Exhibit 1 6 NSF South; Foreign Object investigation Records, 4/29/06 - 9/12/06 
NSF South: EB-South Master Sanitation Schedule San Juan Bautista, 
Exhibit 17 5/7/06-9/10/06 

Exhibit 1 8 NSF South; EB-South Daily Master Sanitation Schedule, 7/30/06 - 9/2/06 
Exhibit 19 NSF: SOP 005, ATP Microbiological Testing, Issued 6/21/05 
Exhibit 20 NSF South: ATP Testing Results. 7/1 5/06-8/31 /06 
Exhibit 21 NSF: Tote Washing Logs, 8/1 /06 - 8/1 4/06 

Exhibit 22 NSF South: SOP 011, Third Party Microbiological Testing, issued 5/9/06 
NSF South: Third Party Microbiological Testing Sample Rotation Schedule; 
Exhibit 23 Printed 10/4/06, 10/5/06 

NSF South: Primus Labs Environmental Sarriple TPC Analysis Results; 
Exhibit 24 8/7/06, 8/14/06, 8(21/06, 8/28/06, 9/7/06, 9/1 1/06 

NSF South: Primus Labs Flume Water Sample TPC Analysis Results; 
Exhibit 25 7/27/08. 8/1 9/06, 9/1 4/06 
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further delineated into sections “A, B, C,” etc. by growers to distinguish areas in which 
different types of crops are planted or areas in which the same crop has been planted on 
different dates. 

mioore Swab : A 'Moore Swab' is a piece of sterilized cotton gauze with a string attached. 
Moore Swabs are left in flowing water for an extended period of time (usually 4-6 days) 
prior to collection and analysis. These swabs appear to "capture” £ C0//O157:H7. 

Ranch : A "ranch” is a delineated region of agricultural land with a sf^'flc name, usually 
owned by one entity, Investigators observed that a ranch may consist of land used to grow 
crops, or it may also include land used for domestic animal grazing or domestic animal 
operations. Growers generally lease land from a ranch owner to use for growing crops. 
Crops are tracked In growers’ and harvesters’ records by their growing locations, using ranch 
name and lot number. 


Exhibits 

Exhibit 1 NSF; List of Manufactured Products That May Contain Spinach 
Exhibit 2 NSF: Organizational Charts; 3/23/06, 3/30/06 
Exhibrt 3 NSF South: Daily Room Temperature Check records, 8/1/06 - 8/31/06 

Exhibit 4 NSF; SOP 106, Raw Material Inspection and Handling, Issued 10/23/06 

NSF; Conventional Baby Spinach Raw Product Specifications, Issued 
Exhibits 10/3/04 

Exhibit 6 NSF North; Vacuum Cooling Tube Records, 8/1/06 - 8/31/06 
Exhibit 7 NSF South; Pressure Cooling Tube Logs, 8/1/06 - 8/31/06 
Exhibit 8 NSF South; Daily Depletion Log. 8/1 5/2006 

NSF; Process Flow: Quality Assurance Reference (OAR) 002, Issued 
Exhibits 3/30/06 

Exhibit 1 0 NSF; SOP 1 1 2, Contaminated Product Procedure, Issued 9/28/06 
Exhibit 1 1 NSF South: Water Systems Diagram 
Exhibit 1 2 NSF South: Site Diagram. Equipment Area Layout 
Exhibit 13 NSF: Hazard Analysis, Revised 2/20/06 

Exhibit 14 NSF: HACCP Plan, Revised 3/14/06 

Exhibit 15 NSF South: Wash Line Monitoring Records, 8/1/06 - 8/31/06 
Exhibit 1 6 NSF South; Foreign Object investigation Records, 4/29/06 - 9/12/06 
NSF South: EB-South Master Sanitation Schedule San Juan Bautista, 
Exhibit 17 5/7/06-9/10/06 

Exhibit 1 8 NSF South; EB-South Daily Master Sanitation Schedule, 7/30/06 - 9/2/06 
Exhibit 19 NSF: SOP 005, ATP Microbiological Testing, Issued 6/21/05 
Exhibit 20 NSF South: ATP Testing Results. 7/1 5/06-8/31 /06 
Exhibit 21 NSF: Tote Washing Logs, 8/1 /06 - 8/1 4/06 

Exhibit 22 NSF South: SOP 011, Third Party Microbiological Testing, issued 5/9/06 
NSF South: Third Party Microbiological Testing Sample Rotation Schedule; 
Exhibit 23 Printed 10/4/06, 10/5/06 

NSF South: Primus Labs Environmental Sarriple TPC Analysis Results; 
Exhibit 24 8/7/06, 8/14/06, 8(21/06, 8/28/06, 9/7/06, 9/1 1/06 

NSF South: Primus Labs Flume Water Sample TPC Analysis Results; 
Exhibit 25 7/27/08. 8/1 9/06, 9/1 4/06 
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further delineated into sections “A, B, C,” etc. by growers to distinguish areas in which 
different types of crops are planted or areas in which the same crop has been planted on 
different dates. 

mioore Swab : A 'Moore Swab' is a piece of sterilized cotton gauze with a string attached. 
Moore Swabs are left in flowing water for an extended period of time (usually 4-6 days) 
prior to collection and analysis. These swabs appear to "capture” £ C0//O157:H7. 

Ranch : A "ranch” is a delineated region of agricultural land with a sf^'flc name, usually 
owned by one entity, Investigators observed that a ranch may consist of land used to grow 
crops, or it may also include land used for domestic animal grazing or domestic animal 
operations. Growers generally lease land from a ranch owner to use for growing crops. 
Crops are tracked In growers’ and harvesters’ records by their growing locations, using ranch 
name and lot number. 


Exhibits 

Exhibit 1 NSF; List of Manufactured Products That May Contain Spinach 
Exhibit 2 NSF: Organizational Charts; 3/23/06, 3/30/06 
Exhibrt 3 NSF South: Daily Room Temperature Check records, 8/1/06 - 8/31/06 

Exhibit 4 NSF; SOP 106, Raw Material Inspection and Handling, Issued 10/23/06 

NSF; Conventional Baby Spinach Raw Product Specifications, Issued 
Exhibits 10/3/04 

Exhibit 6 NSF North; Vacuum Cooling Tube Records, 8/1/06 - 8/31/06 
Exhibit 7 NSF South; Pressure Cooling Tube Logs, 8/1/06 - 8/31/06 
Exhibit 8 NSF South; Daily Depletion Log. 8/1 5/2006 

NSF; Process Flow: Quality Assurance Reference (OAR) 002, Issued 
Exhibits 3/30/06 

Exhibit 1 0 NSF; SOP 1 1 2, Contaminated Product Procedure, Issued 9/28/06 
Exhibit 1 1 NSF South: Water Systems Diagram 
Exhibit 1 2 NSF South: Site Diagram. Equipment Area Layout 
Exhibit 13 NSF: Hazard Analysis, Revised 2/20/06 

Exhibit 14 NSF: HACCP Plan, Revised 3/14/06 

Exhibit 15 NSF South: Wash Line Monitoring Records, 8/1/06 - 8/31/06 
Exhibit 1 6 NSF South; Foreign Object investigation Records, 4/29/06 - 9/12/06 
NSF South: EB-South Master Sanitation Schedule San Juan Bautista, 
Exhibit 17 5/7/06-9/10/06 

Exhibit 1 8 NSF South; EB-South Daily Master Sanitation Schedule, 7/30/06 - 9/2/06 
Exhibit 19 NSF: SOP 005, ATP Microbiological Testing, Issued 6/21/05 
Exhibit 20 NSF South: ATP Testing Results. 7/1 5/06-8/31 /06 
Exhibit 21 NSF: Tote Washing Logs, 8/1 /06 - 8/1 4/06 

Exhibit 22 NSF South: SOP 011, Third Party Microbiological Testing, issued 5/9/06 
NSF South: Third Party Microbiological Testing Sample Rotation Schedule; 
Exhibit 23 Printed 10/4/06, 10/5/06 

NSF South: Primus Labs Environmental Sarriple TPC Analysis Results; 
Exhibit 24 8/7/06, 8/14/06, 8(21/06, 8/28/06, 9/7/06, 9/1 1/06 

NSF South: Primus Labs Flume Water Sample TPC Analysis Results; 
Exhibit 25 7/27/08. 8/1 9/06, 9/1 4/06 
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further delineated into sections “A, B, C,” etc. by growers to distinguish areas in which 
different types of crops are planted or areas in which the same crop has been planted on 
different dates. 

mioore Swab : A 'Moore Swab' is a piece of sterilized cotton gauze with a string attached. 
Moore Swabs are left in flowing water for an extended period of time (usually 4-6 days) 
prior to collection and analysis. These swabs appear to "capture” £ C0//O157:H7. 

Ranch : A "ranch” is a delineated region of agricultural land with a sf^'flc name, usually 
owned by one entity, Investigators observed that a ranch may consist of land used to grow 
crops, or it may also include land used for domestic animal grazing or domestic animal 
operations. Growers generally lease land from a ranch owner to use for growing crops. 
Crops are tracked In growers’ and harvesters’ records by their growing locations, using ranch 
name and lot number. 


Exhibits 

Exhibit 1 NSF; List of Manufactured Products That May Contain Spinach 
Exhibit 2 NSF: Organizational Charts; 3/23/06, 3/30/06 
Exhibrt 3 NSF South: Daily Room Temperature Check records, 8/1/06 - 8/31/06 

Exhibit 4 NSF; SOP 106, Raw Material Inspection and Handling, Issued 10/23/06 

NSF; Conventional Baby Spinach Raw Product Specifications, Issued 
Exhibits 10/3/04 

Exhibit 6 NSF North; Vacuum Cooling Tube Records, 8/1/06 - 8/31/06 
Exhibit 7 NSF South; Pressure Cooling Tube Logs, 8/1/06 - 8/31/06 
Exhibit 8 NSF South; Daily Depletion Log. 8/1 5/2006 

NSF; Process Flow: Quality Assurance Reference (OAR) 002, Issued 
Exhibits 3/30/06 

Exhibit 1 0 NSF; SOP 1 1 2, Contaminated Product Procedure, Issued 9/28/06 
Exhibit 1 1 NSF South: Water Systems Diagram 
Exhibit 1 2 NSF South: Site Diagram. Equipment Area Layout 
Exhibit 13 NSF: Hazard Analysis, Revised 2/20/06 

Exhibit 14 NSF: HACCP Plan, Revised 3/14/06 

Exhibit 15 NSF South: Wash Line Monitoring Records, 8/1/06 - 8/31/06 
Exhibit 1 6 NSF South; Foreign Object investigation Records, 4/29/06 - 9/12/06 
NSF South: EB-South Master Sanitation Schedule San Juan Bautista, 
Exhibit 17 5/7/06-9/10/06 

Exhibit 1 8 NSF South; EB-South Daily Master Sanitation Schedule, 7/30/06 - 9/2/06 
Exhibit 19 NSF: SOP 005, ATP Microbiological Testing, Issued 6/21/05 
Exhibit 20 NSF South: ATP Testing Results. 7/1 5/06-8/31 /06 
Exhibit 21 NSF: Tote Washing Logs, 8/1 /06 - 8/1 4/06 

Exhibit 22 NSF South: SOP 011, Third Party Microbiological Testing, issued 5/9/06 
NSF South: Third Party Microbiological Testing Sample Rotation Schedule; 
Exhibit 23 Printed 10/4/06, 10/5/06 

NSF South: Primus Labs Environmental Sarriple TPC Analysis Results; 
Exhibit 24 8/7/06, 8/14/06, 8(21/06, 8/28/06, 9/7/06, 9/1 1/06 

NSF South: Primus Labs Flume Water Sample TPC Analysis Results; 
Exhibit 25 7/27/08. 8/1 9/06, 9/1 4/06 
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further delineated into sections “A, B, C,” etc. by growers to distinguish areas in which 
different types of crops are planted or areas in which the same crop has been planted on 
different dates. 

mioore Swab : A 'Moore Swab' is a piece of sterilized cotton gauze with a string attached. 
Moore Swabs are left in flowing water for an extended period of time (usually 4-6 days) 
prior to collection and analysis. These swabs appear to "capture” £ C0//O157:H7. 

Ranch : A "ranch” is a delineated region of agricultural land with a sf^'flc name, usually 
owned by one entity, Investigators observed that a ranch may consist of land used to grow 
crops, or it may also include land used for domestic animal grazing or domestic animal 
operations. Growers generally lease land from a ranch owner to use for growing crops. 
Crops are tracked In growers’ and harvesters’ records by their growing locations, using ranch 
name and lot number. 


Exhibits 

Exhibit 1 NSF; List of Manufactured Products That May Contain Spinach 
Exhibit 2 NSF: Organizational Charts; 3/23/06, 3/30/06 
Exhibrt 3 NSF South: Daily Room Temperature Check records, 8/1/06 - 8/31/06 

Exhibit 4 NSF; SOP 106, Raw Material Inspection and Handling, Issued 10/23/06 

NSF; Conventional Baby Spinach Raw Product Specifications, Issued 
Exhibits 10/3/04 

Exhibit 6 NSF North; Vacuum Cooling Tube Records, 8/1/06 - 8/31/06 
Exhibit 7 NSF South; Pressure Cooling Tube Logs, 8/1/06 - 8/31/06 
Exhibit 8 NSF South; Daily Depletion Log. 8/1 5/2006 

NSF; Process Flow: Quality Assurance Reference (OAR) 002, Issued 
Exhibits 3/30/06 

Exhibit 1 0 NSF; SOP 1 1 2, Contaminated Product Procedure, Issued 9/28/06 
Exhibit 1 1 NSF South: Water Systems Diagram 
Exhibit 1 2 NSF South: Site Diagram. Equipment Area Layout 
Exhibit 13 NSF: Hazard Analysis, Revised 2/20/06 

Exhibit 14 NSF: HACCP Plan, Revised 3/14/06 

Exhibit 15 NSF South: Wash Line Monitoring Records, 8/1/06 - 8/31/06 
Exhibit 1 6 NSF South; Foreign Object investigation Records, 4/29/06 - 9/12/06 
NSF South: EB-South Master Sanitation Schedule San Juan Bautista, 
Exhibit 17 5/7/06-9/10/06 

Exhibit 1 8 NSF South; EB-South Daily Master Sanitation Schedule, 7/30/06 - 9/2/06 
Exhibit 19 NSF: SOP 005, ATP Microbiological Testing, Issued 6/21/05 
Exhibit 20 NSF South: ATP Testing Results. 7/1 5/06-8/31 /06 
Exhibit 21 NSF: Tote Washing Logs, 8/1 /06 - 8/1 4/06 

Exhibit 22 NSF South: SOP 011, Third Party Microbiological Testing, issued 5/9/06 
NSF South: Third Party Microbiological Testing Sample Rotation Schedule; 
Exhibit 23 Printed 10/4/06, 10/5/06 

NSF South: Primus Labs Environmental Sarriple TPC Analysis Results; 
Exhibit 24 8/7/06, 8/14/06, 8(21/06, 8/28/06, 9/7/06, 9/1 1/06 

NSF South: Primus Labs Flume Water Sample TPC Analysis Results; 
Exhibit 25 7/27/08. 8/1 9/06, 9/1 4/06 
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further delineated into sections “A, B, C,” etc. by growers to distinguish areas in which 
different types of crops are planted or areas in which the same crop has been planted on 
different dates. 

mioore Swab : A 'Moore Swab' is a piece of sterilized cotton gauze with a string attached. 
Moore Swabs are left in flowing water for an extended period of time (usually 4-6 days) 
prior to collection and analysis. These swabs appear to "capture” £ C0//O157:H7. 

Ranch : A "ranch” is a delineated region of agricultural land with a sf^'flc name, usually 
owned by one entity, Investigators observed that a ranch may consist of land used to grow 
crops, or it may also include land used for domestic animal grazing or domestic animal 
operations. Growers generally lease land from a ranch owner to use for growing crops. 
Crops are tracked In growers’ and harvesters’ records by their growing locations, using ranch 
name and lot number. 


Exhibits 

Exhibit 1 NSF; List of Manufactured Products That May Contain Spinach 
Exhibit 2 NSF: Organizational Charts; 3/23/06, 3/30/06 
Exhibrt 3 NSF South: Daily Room Temperature Check records, 8/1/06 - 8/31/06 

Exhibit 4 NSF; SOP 106, Raw Material Inspection and Handling, Issued 10/23/06 

NSF; Conventional Baby Spinach Raw Product Specifications, Issued 
Exhibits 10/3/04 

Exhibit 6 NSF North; Vacuum Cooling Tube Records, 8/1/06 - 8/31/06 
Exhibit 7 NSF South; Pressure Cooling Tube Logs, 8/1/06 - 8/31/06 
Exhibit 8 NSF South; Daily Depletion Log. 8/1 5/2006 

NSF; Process Flow: Quality Assurance Reference (OAR) 002, Issued 
Exhibits 3/30/06 

Exhibit 1 0 NSF; SOP 1 1 2, Contaminated Product Procedure, Issued 9/28/06 
Exhibit 1 1 NSF South: Water Systems Diagram 
Exhibit 1 2 NSF South: Site Diagram. Equipment Area Layout 
Exhibit 13 NSF: Hazard Analysis, Revised 2/20/06 

Exhibit 14 NSF: HACCP Plan, Revised 3/14/06 

Exhibit 15 NSF South: Wash Line Monitoring Records, 8/1/06 - 8/31/06 
Exhibit 1 6 NSF South; Foreign Object investigation Records, 4/29/06 - 9/12/06 
NSF South: EB-South Master Sanitation Schedule San Juan Bautista, 
Exhibit 17 5/7/06-9/10/06 

Exhibit 1 8 NSF South; EB-South Daily Master Sanitation Schedule, 7/30/06 - 9/2/06 
Exhibit 19 NSF: SOP 005, ATP Microbiological Testing, Issued 6/21/05 
Exhibit 20 NSF South: ATP Testing Results. 7/1 5/06-8/31 /06 
Exhibit 21 NSF: Tote Washing Logs, 8/1 /06 - 8/1 4/06 

Exhibit 22 NSF South: SOP 011, Third Party Microbiological Testing, issued 5/9/06 
NSF South: Third Party Microbiological Testing Sample Rotation Schedule; 
Exhibit 23 Printed 10/4/06, 10/5/06 

NSF South: Primus Labs Environmental Sarriple TPC Analysis Results; 
Exhibit 24 8/7/06, 8/14/06, 8(21/06, 8/28/06, 9/7/06, 9/1 1/06 

NSF South: Primus Labs Flume Water Sample TPC Analysis Results; 
Exhibit 25 7/27/08. 8/1 9/06, 9/1 4/06 


InvestlgaCon of an Esd^Briohk coB Of 57:H7 
Outbreak Assodated wftfi Dde Pre-Packaged Spinadi 
Fkml: 3.21.07 


48 



646 


further delineated into sections “A, B, C,” etc. by growers to distinguish areas in which 
different types of crops are planted or areas in which the same crop has been planted on 
different dates. 

mioore Swab : A 'Moore Swab' is a piece of sterilized cotton gauze with a string attached. 
Moore Swabs are left in flowing water for an extended period of time (usually 4-6 days) 
prior to collection and analysis. These swabs appear to "capture” £ C0//O157:H7. 

Ranch : A "ranch” is a delineated region of agricultural land with a sf^'flc name, usually 
owned by one entity, Investigators observed that a ranch may consist of land used to grow 
crops, or it may also include land used for domestic animal grazing or domestic animal 
operations. Growers generally lease land from a ranch owner to use for growing crops. 
Crops are tracked In growers’ and harvesters’ records by their growing locations, using ranch 
name and lot number. 


Exhibits 

Exhibit 1 NSF; List of Manufactured Products That May Contain Spinach 
Exhibit 2 NSF: Organizational Charts; 3/23/06, 3/30/06 
Exhibrt 3 NSF South: Daily Room Temperature Check records, 8/1/06 - 8/31/06 

Exhibit 4 NSF; SOP 106, Raw Material Inspection and Handling, Issued 10/23/06 

NSF; Conventional Baby Spinach Raw Product Specifications, Issued 
Exhibits 10/3/04 

Exhibit 6 NSF North; Vacuum Cooling Tube Records, 8/1/06 - 8/31/06 
Exhibit 7 NSF South; Pressure Cooling Tube Logs, 8/1/06 - 8/31/06 
Exhibit 8 NSF South; Daily Depletion Log. 8/1 5/2006 

NSF; Process Flow: Quality Assurance Reference (OAR) 002, Issued 
Exhibits 3/30/06 

Exhibit 1 0 NSF; SOP 1 1 2, Contaminated Product Procedure, Issued 9/28/06 
Exhibit 1 1 NSF South: Water Systems Diagram 
Exhibit 1 2 NSF South: Site Diagram. Equipment Area Layout 
Exhibit 13 NSF: Hazard Analysis, Revised 2/20/06 

Exhibit 14 NSF: HACCP Plan, Revised 3/14/06 

Exhibit 15 NSF South: Wash Line Monitoring Records, 8/1/06 - 8/31/06 
Exhibit 1 6 NSF South; Foreign Object investigation Records, 4/29/06 - 9/12/06 
NSF South: EB-South Master Sanitation Schedule San Juan Bautista, 
Exhibit 17 5/7/06-9/10/06 

Exhibit 1 8 NSF South; EB-South Daily Master Sanitation Schedule, 7/30/06 - 9/2/06 
Exhibit 19 NSF: SOP 005, ATP Microbiological Testing, Issued 6/21/05 
Exhibit 20 NSF South: ATP Testing Results. 7/1 5/06-8/31 /06 
Exhibit 21 NSF: Tote Washing Logs, 8/1 /06 - 8/1 4/06 

Exhibit 22 NSF South: SOP 011, Third Party Microbiological Testing, issued 5/9/06 
NSF South: Third Party Microbiological Testing Sample Rotation Schedule; 
Exhibit 23 Printed 10/4/06, 10/5/06 

NSF South: Primus Labs Environmental Sarriple TPC Analysis Results; 
Exhibit 24 8/7/06, 8/14/06, 8(21/06, 8/28/06, 9/7/06, 9/1 1/06 

NSF South: Primus Labs Flume Water Sample TPC Analysis Results; 
Exhibit 25 7/27/08. 8/1 9/06, 9/1 4/06 
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further delineated into sections “A, B, C,” etc. by growers to distinguish areas in which 
different types of crops are planted or areas in which the same crop has been planted on 
different dates. 

mioore Swab : A 'Moore Swab' is a piece of sterilized cotton gauze with a string attached. 
Moore Swabs are left in flowing water for an extended period of time (usually 4-6 days) 
prior to collection and analysis. These swabs appear to "capture” £ C0//O157:H7. 

Ranch : A "ranch” is a delineated region of agricultural land with a sf^'flc name, usually 
owned by one entity, Investigators observed that a ranch may consist of land used to grow 
crops, or it may also include land used for domestic animal grazing or domestic animal 
operations. Growers generally lease land from a ranch owner to use for growing crops. 
Crops are tracked In growers’ and harvesters’ records by their growing locations, using ranch 
name and lot number. 


Exhibits 

Exhibit 1 NSF; List of Manufactured Products That May Contain Spinach 
Exhibit 2 NSF: Organizational Charts; 3/23/06, 3/30/06 
Exhibrt 3 NSF South: Daily Room Temperature Check records, 8/1/06 - 8/31/06 

Exhibit 4 NSF; SOP 106, Raw Material Inspection and Handling, Issued 10/23/06 

NSF; Conventional Baby Spinach Raw Product Specifications, Issued 
Exhibits 10/3/04 

Exhibit 6 NSF North; Vacuum Cooling Tube Records, 8/1/06 - 8/31/06 
Exhibit 7 NSF South; Pressure Cooling Tube Logs, 8/1/06 - 8/31/06 
Exhibit 8 NSF South; Daily Depletion Log. 8/1 5/2006 

NSF; Process Flow: Quality Assurance Reference (OAR) 002, Issued 
Exhibits 3/30/06 

Exhibit 1 0 NSF; SOP 1 1 2, Contaminated Product Procedure, Issued 9/28/06 
Exhibit 1 1 NSF South: Water Systems Diagram 
Exhibit 1 2 NSF South: Site Diagram. Equipment Area Layout 
Exhibit 13 NSF: Hazard Analysis, Revised 2/20/06 

Exhibit 14 NSF: HACCP Plan, Revised 3/14/06 

Exhibit 15 NSF South: Wash Line Monitoring Records, 8/1/06 - 8/31/06 
Exhibit 1 6 NSF South; Foreign Object investigation Records, 4/29/06 - 9/12/06 
NSF South: EB-South Master Sanitation Schedule San Juan Bautista, 
Exhibit 17 5/7/06-9/10/06 

Exhibit 1 8 NSF South; EB-South Daily Master Sanitation Schedule, 7/30/06 - 9/2/06 
Exhibit 19 NSF: SOP 005, ATP Microbiological Testing, Issued 6/21/05 
Exhibit 20 NSF South: ATP Testing Results. 7/1 5/06-8/31 /06 
Exhibit 21 NSF: Tote Washing Logs, 8/1 /06 - 8/1 4/06 

Exhibit 22 NSF South: SOP 011, Third Party Microbiological Testing, issued 5/9/06 
NSF South: Third Party Microbiological Testing Sample Rotation Schedule; 
Exhibit 23 Printed 10/4/06, 10/5/06 

NSF South: Primus Labs Environmental Sarriple TPC Analysis Results; 
Exhibit 24 8/7/06, 8/14/06, 8(21/06, 8/28/06, 9/7/06, 9/1 1/06 

NSF South: Primus Labs Flume Water Sample TPC Analysis Results; 
Exhibit 25 7/27/08. 8/1 9/06, 9/1 4/06 
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further delineated into sections “A, B, C,” etc. by growers to distinguish areas in which 
different types of crops are planted or areas in which the same crop has been planted on 
different dates. 

mioore Swab : A 'Moore Swab' is a piece of sterilized cotton gauze with a string attached. 
Moore Swabs are left in flowing water for an extended period of time (usually 4-6 days) 
prior to collection and analysis. These swabs appear to "capture” £ C0//O157:H7. 

Ranch : A "ranch” is a delineated region of agricultural land with a sf^'flc name, usually 
owned by one entity, Investigators observed that a ranch may consist of land used to grow 
crops, or it may also include land used for domestic animal grazing or domestic animal 
operations. Growers generally lease land from a ranch owner to use for growing crops. 
Crops are tracked In growers’ and harvesters’ records by their growing locations, using ranch 
name and lot number. 


Exhibits 

Exhibit 1 NSF; List of Manufactured Products That May Contain Spinach 
Exhibit 2 NSF: Organizational Charts; 3/23/06, 3/30/06 
Exhibrt 3 NSF South: Daily Room Temperature Check records, 8/1/06 - 8/31/06 

Exhibit 4 NSF; SOP 106, Raw Material Inspection and Handling, Issued 10/23/06 

NSF; Conventional Baby Spinach Raw Product Specifications, Issued 
Exhibits 10/3/04 

Exhibit 6 NSF North; Vacuum Cooling Tube Records, 8/1/06 - 8/31/06 
Exhibit 7 NSF South; Pressure Cooling Tube Logs, 8/1/06 - 8/31/06 
Exhibit 8 NSF South; Daily Depletion Log. 8/1 5/2006 

NSF; Process Flow: Quality Assurance Reference (OAR) 002, Issued 
Exhibits 3/30/06 

Exhibit 1 0 NSF; SOP 1 1 2, Contaminated Product Procedure, Issued 9/28/06 
Exhibit 1 1 NSF South: Water Systems Diagram 
Exhibit 1 2 NSF South: Site Diagram. Equipment Area Layout 
Exhibit 13 NSF: Hazard Analysis, Revised 2/20/06 

Exhibit 14 NSF: HACCP Plan, Revised 3/14/06 

Exhibit 15 NSF South: Wash Line Monitoring Records, 8/1/06 - 8/31/06 
Exhibit 1 6 NSF South; Foreign Object investigation Records, 4/29/06 - 9/12/06 
NSF South: EB-South Master Sanitation Schedule San Juan Bautista, 
Exhibit 17 5/7/06-9/10/06 

Exhibit 1 8 NSF South; EB-South Daily Master Sanitation Schedule, 7/30/06 - 9/2/06 
Exhibit 19 NSF: SOP 005, ATP Microbiological Testing, Issued 6/21/05 
Exhibit 20 NSF South: ATP Testing Results. 7/1 5/06-8/31 /06 
Exhibit 21 NSF: Tote Washing Logs, 8/1 /06 - 8/1 4/06 

Exhibit 22 NSF South: SOP 011, Third Party Microbiological Testing, issued 5/9/06 
NSF South: Third Party Microbiological Testing Sample Rotation Schedule; 
Exhibit 23 Printed 10/4/06, 10/5/06 

NSF South: Primus Labs Environmental Sarriple TPC Analysis Results; 
Exhibit 24 8/7/06, 8/14/06, 8(21/06, 8/28/06, 9/7/06, 9/1 1/06 

NSF South: Primus Labs Flume Water Sample TPC Analysis Results; 
Exhibit 25 7/27/08. 8/1 9/06, 9/1 4/06 
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further delineated into sections “A, B, C,” etc. by growers to distinguish areas in which 
different types of crops are planted or areas in which the same crop has been planted on 
different dates. 

mioore Swab : A 'Moore Swab' is a piece of sterilized cotton gauze with a string attached. 
Moore Swabs are left in flowing water for an extended period of time (usually 4-6 days) 
prior to collection and analysis. These swabs appear to "capture” £ C0//O157:H7. 

Ranch : A "ranch” is a delineated region of agricultural land with a sf^'flc name, usually 
owned by one entity, Investigators observed that a ranch may consist of land used to grow 
crops, or it may also include land used for domestic animal grazing or domestic animal 
operations. Growers generally lease land from a ranch owner to use for growing crops. 
Crops are tracked In growers’ and harvesters’ records by their growing locations, using ranch 
name and lot number. 


Exhibits 

Exhibit 1 NSF; List of Manufactured Products That May Contain Spinach 
Exhibit 2 NSF: Organizational Charts; 3/23/06, 3/30/06 
Exhibrt 3 NSF South: Daily Room Temperature Check records, 8/1/06 - 8/31/06 

Exhibit 4 NSF; SOP 106, Raw Material Inspection and Handling, Issued 10/23/06 

NSF; Conventional Baby Spinach Raw Product Specifications, Issued 
Exhibits 10/3/04 

Exhibit 6 NSF North; Vacuum Cooling Tube Records, 8/1/06 - 8/31/06 
Exhibit 7 NSF South; Pressure Cooling Tube Logs, 8/1/06 - 8/31/06 
Exhibit 8 NSF South; Daily Depletion Log. 8/1 5/2006 

NSF; Process Flow: Quality Assurance Reference (OAR) 002, Issued 
Exhibits 3/30/06 

Exhibit 1 0 NSF; SOP 1 1 2, Contaminated Product Procedure, Issued 9/28/06 
Exhibit 1 1 NSF South: Water Systems Diagram 
Exhibit 1 2 NSF South: Site Diagram. Equipment Area Layout 
Exhibit 13 NSF: Hazard Analysis, Revised 2/20/06 

Exhibit 14 NSF: HACCP Plan, Revised 3/14/06 

Exhibit 15 NSF South: Wash Line Monitoring Records, 8/1/06 - 8/31/06 
Exhibit 1 6 NSF South; Foreign Object investigation Records, 4/29/06 - 9/12/06 
NSF South: EB-South Master Sanitation Schedule San Juan Bautista, 
Exhibit 17 5/7/06-9/10/06 

Exhibit 1 8 NSF South; EB-South Daily Master Sanitation Schedule, 7/30/06 - 9/2/06 
Exhibit 19 NSF: SOP 005, ATP Microbiological Testing, Issued 6/21/05 
Exhibit 20 NSF South: ATP Testing Results. 7/1 5/06-8/31 /06 
Exhibit 21 NSF: Tote Washing Logs, 8/1 /06 - 8/1 4/06 

Exhibit 22 NSF South: SOP 011, Third Party Microbiological Testing, issued 5/9/06 
NSF South: Third Party Microbiological Testing Sample Rotation Schedule; 
Exhibit 23 Printed 10/4/06, 10/5/06 

NSF South: Primus Labs Environmental Sarriple TPC Analysis Results; 
Exhibit 24 8/7/06, 8/14/06, 8(21/06, 8/28/06, 9/7/06, 9/1 1/06 

NSF South: Primus Labs Flume Water Sample TPC Analysis Results; 
Exhibit 25 7/27/08. 8/1 9/06, 9/1 4/06 
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NSF South: Primus Labs Environmental Sample iisfer/a Analysis Results, 
Exhibit 26 9/7/06 

NSF South: Primus Labs Quaiteriy Raw and Finished Product Samples TPC 
Exhibit 27 Analysis Results, 7/27/06 

NSF South: JL Analytical Services Post-outbreak Raw Product and 
Exhibit 28 Environmental Sample Analysis Results; 9/17/06, 9/19/06, 9/21/06, 9/25/06 

NSF South: POSJ water system (no. 3500917) Monthly Report/ Bracewell 
Engineering Well Water Sample Analysis Results, Well #1 .July - August, 
Exhibit 29 2006 

Exhibit 30 NSF South : Process Waste Water Volume. 6/1 /06 -10/1/06 

Exhibit 31 NSF South; SJB2 (South Facility) Raw Receipts Log; 8/14/06, 8/15/06 

Exhibit 32 NSF South: Traceback of Spinach in Product Code P227A03 to Fields 

Exhibit 33 NSF South: Raw Product Receiving Log, 8/1/06 - 8/31/06 

NSF South; Raw Product Receiving Log, Mission Ranches/Secxj (Wickstrom 
Exhibit 34 Ranch), 8/1 4/06 

Exhibit 35 NSF: QAR 1 26: Earthbound Farm Field Grading Criteria, Revised 9/29/05 
Exhibit 36 NSF; Raw Product Disposition Report, 8/1/06 - 8/31/06 
Exhibit 37 NSF South: Pack Out Monitoring Form; Safety, 8/1/06 - 8/31/06 
Exhibit 38 NSF South; Packout Output Report, 8/1/06 - ^31/06 

NSF South: Product Distribution Records, All Products Manufactured 
Exhibit 39 8/15/06 

NSF; Harvest Audits, Good Agricultural Practices Summary, 7/10/06 - 
Exhibit 40 8/26/06 

Pride of San Juan Harvesting Nurse Tank Chlorine Level Log, 8/5/06 - 
Exhibit 41 8/21/06 

Exhibit 42 Pride of San Juan Yearly Safety T raining Outline, 7/20/06 

Exhibit 43 Pride of San Juan Yearly Safety T raining Sign-in Sheet 4/2006 

Pride of San Juan Weekly Safety Refresher Training SIgn-in Sheet, 6/7/06 - 
Exhibit 44 8/25/06 

Exhibit 45 Seco Packing Harvest Spray Water Chlorine Log, 7/1 5/06 - 9/4/06 

Exhibit 46 Seco Packing Harvester Sanitation Log, 7/1 5/06 - 9/8/06 

Exhibit 47 Seco Packing Safety T raining Log, 5/1 ^06 - 9/1 8/06 

Exhibit 48 Sebastian Harrosting Harvesting Machine Sanitation SOP, 10/2006 

Exhibit 49 Sebastian Harvesting Harvesting Machine Sanitation Log, 8/8/06 - 8/20/06 

Exhibit 50 Sebastian Harvesting Crew Toilet Maintenance Invoice. Serviced 8/2006 

Mission Organics: Paicines Lot 1 Planting Records by Reid Section, 7/22/06 
Exhibit 51 -8/14/06 

Mission Organics; Paicines Lot 1 Harvest Record All Crops, Harvested 
Exhibit 52 8/10/06-9/11/06 

Mission Organics: Paidnes Lot 2 Planting Records by Reid Section, 8/15/06 
Exhibit 53 -9/11/06 

Mission Organics: Paidnes Lot 2 Harvest Record All Crops, Harvested 
Exhibit 54 9/9/06-9/25/06 

Mission Organics: Primus Labs Well Water Sample /Vialysis Results, 

Exhibit 55 Paidnes Ranch Well #1 and #2, 7/31/06 
Exhibit 56 Mission Organics; Paidnes Ranch Map 

True Organic: Chicken Pellet Invoices and Purchase Related Documents; 
Exhibits? 7/6/06,7/7/06 

Exhibit 58 Tnje Organb: Chicken Pellet Production Temperature Logs, 1/3/06 - 1/26/06 


[nvcsBgalton an Sa c fmkhla coflOl S7:H7 49 

Outbr^ Ai»odaSed with Pre-Packaged Spinach 

Rnai;321.07 



651 


NSF South: Primus Labs Environmental Sample iisfer/a Analysis Results, 
Exhibit 26 9/7/06 

NSF South: Primus Labs Quaiteriy Raw and Finished Product Samples TPC 
Exhibit 27 Analysis Results, 7/27/06 

NSF South: JL Analytical Services Post-outbreak Raw Product and 
Exhibit 28 Environmental Sample Analysis Results; 9/17/06, 9/19/06, 9/21/06, 9/25/06 

NSF South: POSJ water system (no. 3500917) Monthly Report/ Bracewell 
Engineering Well Water Sample Analysis Results, Well #1 .July - August, 
Exhibit 29 2006 

Exhibit 30 NSF South : Process Waste Water Volume. 6/1 /06 -10/1/06 

Exhibit 31 NSF South; SJB2 (South Facility) Raw Receipts Log; 8/14/06, 8/15/06 

Exhibit 32 NSF South: Traceback of Spinach in Product Code P227A03 to Fields 

Exhibit 33 NSF South: Raw Product Receiving Log, 8/1/06 - 8/31/06 

NSF South; Raw Product Receiving Log, Mission Ranches/Secxj (Wickstrom 
Exhibit 34 Ranch), 8/1 4/06 

Exhibit 35 NSF: QAR 1 26: Earthbound Farm Field Grading Criteria, Revised 9/29/05 
Exhibit 36 NSF; Raw Product Disposition Report, 8/1/06 - 8/31/06 
Exhibit 37 NSF South: Pack Out Monitoring Form; Safety, 8/1/06 - 8/31/06 
Exhibit 38 NSF South; Packout Output Report, 8/1/06 - ^31/06 

NSF South: Product Distribution Records, All Products Manufactured 
Exhibit 39 8/15/06 

NSF; Harvest Audits, Good Agricultural Practices Summary, 7/10/06 - 
Exhibit 40 8/26/06 

Pride of San Juan Harvesting Nurse Tank Chlorine Level Log, 8/5/06 - 
Exhibit 41 8/21/06 

Exhibit 42 Pride of San Juan Yearly Safety T raining Outline, 7/20/06 

Exhibit 43 Pride of San Juan Yearly Safety T raining Sign-in Sheet 4/2006 

Pride of San Juan Weekly Safety Refresher Training SIgn-in Sheet, 6/7/06 - 
Exhibit 44 8/25/06 

Exhibit 45 Seco Packing Harvest Spray Water Chlorine Log, 7/1 5/06 - 9/4/06 

Exhibit 46 Seco Packing Harvester Sanitation Log, 7/1 5/06 - 9/8/06 

Exhibit 47 Seco Packing Safety T raining Log, 5/1 ^06 - 9/1 8/06 

Exhibit 48 Sebastian Harrosting Harvesting Machine Sanitation SOP, 10/2006 

Exhibit 49 Sebastian Harvesting Harvesting Machine Sanitation Log, 8/8/06 - 8/20/06 

Exhibit 50 Sebastian Harvesting Crew Toilet Maintenance Invoice. Serviced 8/2006 

Mission Organics: Paicines Lot 1 Planting Records by Reid Section, 7/22/06 
Exhibit 51 -8/14/06 

Mission Organics; Paicines Lot 1 Harvest Record All Crops, Harvested 
Exhibit 52 8/10/06-9/11/06 

Mission Organics: Paidnes Lot 2 Planting Records by Reid Section, 8/15/06 
Exhibit 53 -9/11/06 

Mission Organics: Paidnes Lot 2 Harvest Record All Crops, Harvested 
Exhibit 54 9/9/06-9/25/06 

Mission Organics: Primus Labs Well Water Sample /Vialysis Results, 

Exhibit 55 Paidnes Ranch Well #1 and #2, 7/31/06 
Exhibit 56 Mission Organics; Paidnes Ranch Map 

True Organic: Chicken Pellet Invoices and Purchase Related Documents; 
Exhibits? 7/6/06,7/7/06 

Exhibit 58 Tnje Organb: Chicken Pellet Production Temperature Logs, 1/3/06 - 1/26/06 
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NSF South: Primus Labs Environmental Sample iisfer/a Analysis Results, 
Exhibit 26 9/7/06 

NSF South: Primus Labs Quaiteriy Raw and Finished Product Samples TPC 
Exhibit 27 Analysis Results, 7/27/06 

NSF South: JL Analytical Services Post-outbreak Raw Product and 
Exhibit 28 Environmental Sample Analysis Results; 9/17/06, 9/19/06, 9/21/06, 9/25/06 

NSF South: POSJ water system (no. 3500917) Monthly Report/ Bracewell 
Engineering Well Water Sample Analysis Results, Well #1 .July - August, 
Exhibit 29 2006 

Exhibit 30 NSF South : Process Waste Water Volume. 6/1 /06 -10/1/06 

Exhibit 31 NSF South; SJB2 (South Facility) Raw Receipts Log; 8/14/06, 8/15/06 

Exhibit 32 NSF South: Traceback of Spinach in Product Code P227A03 to Fields 

Exhibit 33 NSF South: Raw Product Receiving Log, 8/1/06 - 8/31/06 

NSF South; Raw Product Receiving Log, Mission Ranches/Secxj (Wickstrom 
Exhibit 34 Ranch), 8/1 4/06 

Exhibit 35 NSF: QAR 1 26: Earthbound Farm Field Grading Criteria, Revised 9/29/05 
Exhibit 36 NSF; Raw Product Disposition Report, 8/1/06 - 8/31/06 
Exhibit 37 NSF South: Pack Out Monitoring Form; Safety, 8/1/06 - 8/31/06 
Exhibit 38 NSF South; Packout Output Report, 8/1/06 - ^31/06 

NSF South: Product Distribution Records, All Products Manufactured 
Exhibit 39 8/15/06 

NSF; Harvest Audits, Good Agricultural Practices Summary, 7/10/06 - 
Exhibit 40 8/26/06 

Pride of San Juan Harvesting Nurse Tank Chlorine Level Log, 8/5/06 - 
Exhibit 41 8/21/06 

Exhibit 42 Pride of San Juan Yearly Safety T raining Outline, 7/20/06 

Exhibit 43 Pride of San Juan Yearly Safety T raining Sign-in Sheet 4/2006 

Pride of San Juan Weekly Safety Refresher Training Sign-in Sheet, 6/7/06 - 
Exhibit 44 8/25/06 

Exhibit 45 Seco Packing Harvest Spray Water Chlorine Log, 7/1 5/06 - 9/4/06 

Exhibit 46 Seco Packing Harvester Sanitation Log, 7/1 5/06 - 9/8/06 

Exhibit 47 Seco Packing Safety T raining Log, 5/1 ^06 - 9/1 8/06 

Exhibit 48 Sebastian Harrosting Harvesting Machine Sanitation SOP, 10/2006 

Exhibit 49 Sebastian Harvesting Harvesting Machine Sanitation Log, 8/8/06 - 8/20/06 

Exhibit 50 Sebastian Harvesting Crew Toilet Maintenance Invoice. Serviced 8/2006 

Mission Organics: Paicines Lot 1 Planting Records by Reid Section, 7/22/06 
Exhibit 51 -8/14/06 

Mission Organics; Paicines Lot 1 Harvest Record All Crops, Harvested 
Exhibit 52 8/10/06-9/11/06 

Mission Organics: Paidnes Lot 2 Planting Records by Reid Section, 8/15/06 
Exhibit 53 -9/11/06 

Mission Organics: Paidnes Lot 2 Harvest Record All Crops, Harvested 
Exhibit 54 9/9/06-9/25/06 

Mission Organics: Primus Labs Well Water Sample /Vialysis Results, 

Exhibit 55 Paidnes Ranch Well #1 and #2, 7/31/06 
Exhibit 56 Mission Organics; Paidnes Ranch Map 

True Organic: Chicken Pellet Invoices and Purchase Related Documents; 
Exhibits? 7/6/06,7/7/06 

Exhibit 58 Tnje Organb: Chicken Pellet Production Temperature Logs, 1/3/06 - 1/26/06 
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NSF South: Primus Labs Environmental Sample iisfer/a Analysis Results, 
Exhibit 26 9/7/06 

NSF South: Primus Labs Quaiteriy Raw and Finished Product Samples TPC 
Exhibit 27 Analysis Results, 7/27/06 

NSF South: JL Analytical Services Post-outbreak Raw Product and 
Exhibit 28 Environmental Sample Analysis Results; 9/17/06, 9/19/06, 9/21/06, 9/25/06 

NSF South: POSJ water system (no. 3500917) Monthly Report/ Bracewell 
Engineering Well Water Sample Analysis Results, Well #1 .July - August, 
Exhibit 29 2006 

Exhibit 30 NSF South : Process Waste Water Volume. 6/1 /06 -10/1/06 

Exhibit 31 NSF South; SJB2 (South Facility) Raw Receipts Log; 8/14/06, 8/15/06 

Exhibit 32 NSF South: Traceback of Spinach in Product Code P227A03 to Fields 

Exhibit 33 NSF South: Raw Product Receiving Log, 8/1/06 - 8/31/06 

NSF South; Raw Product Receiving Log, Mission Ranches/Secxj (Wickstrom 
Exhibit 34 Ranch), 8/1 4/06 

Exhibit 35 NSF: QAR 1 26: Earthbound Farm Field Grading Criteria, Revised 9/29/05 
Exhibit 36 NSF; Raw Product Disposition Report, 8/1/06 - 8/31/06 
Exhibit 37 NSF South: Pack Out Monitoring Form; Safety, 8/1/06 - 8/31/06 
Exhibit 38 NSF South; Packout Output Report, 8/1/06 - ^31/06 

NSF South: Product Distribution Records, All Products Manufactured 
Exhibit 39 8/15/06 

NSF; Harvest Audits, Good Agricultural Practices Summary, 7/10/06 - 
Exhibit 40 8/26/06 

Pride of San Juan Harvesting Nurse Tank Chlorine Level Log, 8/5/06 - 
Exhibit 41 8/21/06 

Exhibit 42 Pride of San Juan Yearly Safety T raining Outline, 7/20/06 

Exhibit 43 Pride of San Juan Yearly Safety T raining Sign-in Sheet 4/2006 

Pride of San Juan Weekly Safety Refresher Training SIgn-in Sheet, 6/7/06 - 
Exhibit 44 8/25/06 

Exhibit 45 Seco Packing Harvest Spray Water Chlorine Log, 7/1 5/06 - 9/4/06 

Exhibit 46 Seco Packing Harvester Sanitation Log, 7/1 5/06 - 9/8/06 

Exhibit 47 Seco Packing Safety T raining Log, 5/1 ^06 - 9/1 8/06 

Exhibit 48 Sebastian Harrosting Harvesting Machine Sanitation SOP, 10/2006 

Exhibit 49 Sebastian Harvesting Harvesting Machine Sanitation Log, 8/8/06 - 8/20/06 

Exhibit 50 Sebastian Harvesting Crew Toilet Maintenance Invoice. Serviced 8/2006 

Mission Organics: Paicines Lot 1 Planting Records by Reid Section, 7/22/06 
Exhibit 51 -8/14/06 

Mission Organics; Paicines Lot 1 Harvest Record All Crops, Harvested 
Exhibit 52 8/10/06-9/11/06 

Mission Organics: Paidnes Lot 2 Planting Records by Reid Section, 8/15/06 
Exhibit 53 -9/11/06 

Mission Organics: Paidnes Lot 2 Harvest Record All Crops, Harvested 
Exhibit 54 9/9/06-9/25/06 

Mission Organics: Primus Labs Well Water Sample /Vialysis Results, 

Exhibit 55 Paidnes Ranch Well #1 and #2, 7/31/06 
Exhibit 56 Mission Organics; Paidnes Ranch Map 

True Organic: Chicken Pellet Invoices and Purchase Related Documents; 
Exhibits? 7/6/06,7/7/06 

Exhibit 58 Tnje Organb: Chicken Pellet Production Temperature Logs, 1/3/06 - 1/26/06 
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NSF South: Primus Labs Environmental Sample iisfer/a Analysis Results, 
Exhibit 26 9/7/06 

NSF South: Primus Labs Quaiteriy Raw and Finished Product Samples TPC 
Exhibit 27 Analysis Results, 7/27/06 

NSF South: JL Analytical Services Post-outbreak Raw Product and 
Exhibit 28 Environmental Sample Analysis Results; 9/17/06, 9/19/06, 9/21/06, 9/25/06 

NSF South: POSJ water system (no. 3500917) Monthly Report/ Bracewell 
Engineering Well Water Sample Analysis Results, Well #1 .July - August, 
Exhibit 29 2006 

Exhibit 30 NSF South : Process Waste Water Volume. 6/1 /06 -10/1/06 

Exhibit 31 NSF South; SJB2 (South Facility) Raw Receipts Log; 8/14/06, 8/15/06 

Exhibit 32 NSF South: Traceback of Spinach in Product Code P227A03 to Fields 

Exhibit 33 NSF South: Raw Product Receiving Log, 8/1/06 - 8/31/06 

NSF South; Raw Product Receiving Log, Mission Ranches/Secxj (Wickstrom 
Exhibit 34 Ranch), 8/1 4/06 

Exhibit 35 NSF: QAR 1 26: Earthbound Farm Field Grading Criteria, Revised 9/29/05 
Exhibit 36 NSF; Raw Product Disposition Report, 8/1/06 - 8/31/06 
Exhibit 37 NSF South: Pack Out Monitoring Form; Safety, 8/1/06 - 8/31/06 
Exhibit 38 NSF South; Packout Output Report, 8/1/06 - ^31/06 

NSF South: Product Distribution Records, All Products Manufactured 
Exhibit 39 8/15/06 

NSF; Harvest Audits, Good Agricultural Practices Summary, 7/10/06 - 
Exhibit 40 8/26/06 

Pride of San Juan Harvesting Nurse Tank Chlorine Level Log, 8/5/06 - 
Exhibit 41 8/21/06 

Exhibit 42 Pride of San Juan Yearly Safety T raining Outline, 7/20/06 

Exhibit 43 Pride of San Juan Yearly Safety T raining Sign-in Sheet 4/2006 

Pride of San Juan Weekly Safety Refresher Training Sign-in Sheet, 6/7/06 - 
Exhibit 44 8/25/06 

Exhibit 45 Seco Packing Harvest Spray Water Chlorine Log, 7/1 5/06 - 9/4/06 

Exhibit 46 Seco Packing Harvester Sanitation Log, 7/1 5/06 - 9/8/06 

Exhibit 47 Seco Packing Safety T raining Log, 5/1 ^06 - 9/1 8/06 

Exhibit 48 Sebastian Harrosting Harvesting Machine Sanitation SOP, 10/2006 

Exhibit 49 Sebastian Harvesting Harvesting Machine Sanitation Log, 8/8/06 - 8/20/06 

Exhibit 50 Sebastian Harvesting Crew Toilet Maintenance Invoice. Serviced 8/2006 

Mission Organics: Paicines Lot 1 Planting Records by Reid Section, 7/22/06 
Exhibit 51 -8/14/06 

Mission Organics; Paicines Lot 1 Harvest Record All Crops, Harvested 
Exhibit 52 8/10/06-9/11/06 

Mission Organics: Paidnes Lot 2 Planting Records by Reid Section, 8/15/06 
Exhibit 53 -9/11/06 

Mission Organics: Paidnes Lot 2 Harvest Record All Crops, Harvested 
Exhibit 54 9/9/06-9/25/06 

Mission Organics: Primus Labs Well Water Sample /Vialysis Results, 

Exhibit 55 Paidnes Ranch Well #1 and #2, 7/31/06 
Exhibit 56 Mission Organics; Paidnes Ranch Map 

True Organic: Chicken Pellet Invoices and Purchase Related Documents; 
Exhibits? 7/6/06,7/7/06 

Exhibit 58 Tnie Organb: Chicken Pellet Production Temperature Logs, 1/3/06 - 1/26/06 
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NSF South: Primus Labs Environmental Sample iisfer/a Analysis Results, 
Exhibit 26 9/7/06 

NSF South: Primus Labs Quaiteriy Raw and Finished Product Samples TPC 
Exhibit 27 Analysis Results, 7/27/06 

NSF South: JL Analytical Services Post-outbreak Raw Product and 
Exhibit 28 Environmental Sample Analysis Results; 9/17/06, 9/19/06, 9/21/06, 9/25/06 

NSF South: POSJ water system (no. 3500917) Monthly Report/ Bracewell 
Engineering Well Water Sample Analysis Results, Well #1 .July - August, 
Exhibit 29 2006 

Exhibit 30 NSF South : Process Waste Water Volume. 6/1 /06 -10/1/06 

Exhibit 31 NSF South; SJB2 (South Facility) Raw Receipts Log; 8/14/06, 8/15/06 

Exhibit 32 NSF South: Traceback of Spinach in Product Code P227A03 to Fields 

Exhibit 33 NSF South: Raw Product Receiving Log, 8/1/06 - 8/31/06 

NSF South; Raw Product Receiving Log, Mission Ranches/Secxj (Wickstrom 
Exhibit 34 Ranch), 8/1 4/06 

Exhibit 35 NSF: QAR 1 26: Earthbound Farm Field Grading Criteria, Revised 9/29/05 
Exhibit 36 NSF; Raw Product Disposition Report, 8/1/06 - 8/31/06 
Exhibit 37 NSF South: Pack Out Monitoring Form; Safety, 8/1/06 - 8/31/06 
Exhibit 38 NSF South; Packout Output Report, 8/1/06 - ^31/06 

NSF South: Product Distribution Records, All Products Manufactured 
Exhibit 39 8/15/06 

NSF; Harvest Audits, Good Agricultural Practices Summary, 7/10/06 - 
Exhibit 40 8/26/06 

Pride of San Juan Harvesting Nurse Tank Chlorine Level Log, 8/5/06 - 
Exhibit 41 8/21/06 

Exhibit 42 Pride of San Juan Yearly Safety T raining Outline, 7/20/06 

Exhibit 43 Pride of San Juan Yearly Safety T raining Sign-in Sheet 4/2006 

Pride of San Juan Weekly Safety Refresher Training SIgn-in Sheet, 6/7/06 - 
Exhibit 44 8/25/06 

Exhibit 45 Seco Packing Harvest Spray Water Chlorine Log, 7/1 5/06 - 9/4/06 

Exhibit 46 Seco Packing Harvester Sanitation Log, 7/1 5/06 - 9/8/06 

Exhibit 47 Seco Packing Safety T raining Log, 5/1 ^06 - 9/1 8/06 

Exhibit 48 Sebastian Harrosting Harvesting Machine Sanitation SOP, 10/2006 

Exhibit 49 Sebastian Harvesting Harvesting Machine Sanitation Log, 8/8/06 - 8/20/06 

Exhibit 50 Sebastian Harvesting Crew Toilet Maintenance Invoice. Serviced 8/2006 

Mission Organics: Paicines Lot 1 Planting Records by Reid Section, 7/22/06 
Exhibit 51 -8/14/06 

Mission Organics; Paicines Lot 1 Harvest Record All Crops, Harvested 
Exhibit 52 8/10/06-9/11/06 

Mission Organics: Paidnes Lot 2 Planting Records by Reid Section, 8/15/06 
Exhibit 53 -9/11/06 

Mission Organics: Paidnes Lot 2 Harvest Record All Crops, Harvested 
Exhibit 54 9/9/06-9/25/06 

Mission Organics: Primus Labs Well Water Sample /Vialysis Results, 

Exhibit 55 Paidnes Ranch Well #1 and #2, 7/31/06 
Exhibit 56 Mission Organics; Paidnes Ranch Map 

True Organic: Chicken Pellet Invoices and Purchase Related Documents; 
Exhibits? 7/6/06,7/7/06 

Exhibit 58 Tnje Organb: Chicken Pellet Production Temperature Logs, 1/3/06 - 1/26/06 
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NSF South: Primus Labs Environmental Sample iisfer/a Analysis Results, 
Exhibit 26 9/7/06 

NSF South: Primus Labs Quaiteriy Raw and Finished Product Samples TPC 
Exhibit 27 Analysis Results, 7/27/06 

NSF South: JL Analytical Services Post-outbreak Raw Product and 
Exhibit 28 Environmental Sample Analysis Results; 9/17/06, 9/19/06, 9/21/06, 9/25/06 

NSF South: POSJ water system (no. 3500917) Monthly Report/ Bracewell 
Engineering Well Water Sample Analysis Results, Well #1 .July - August, 
Exhibit 29 2006 

Exhibit 30 NSF South : Process Waste Water Volume. 6/1 /06 -10/1/06 

Exhibit 31 NSF South; SJB2 (South Facility) Raw Receipts Log; 8/14/06, 8/15/06 

Exhibit 32 NSF South: Traceback of Spinach in Product Code P227A03 to Fields 

Exhibit 33 NSF South: Raw Product Receiving Log, 8/1/06 - 8/31/06 

NSF South; Raw Product Receiving Log, Mission Ranches/Secxj (Wickstrom 
Exhibit 34 Ranch), 8/1 4/06 

Exhibit 35 NSF: QAR 1 26: Earthbound Farm Field Grading Criteria, Revised 9/29/05 
Exhibit 36 NSF; Raw Product Disposition Report, 8/1/06 - 8/31/06 
Exhibit 37 NSF South: Pack Out Monitoring Form; Safety, 8/1/06 - 8/31/06 
Exhibit 38 NSF South; Packout Output Report, 8/1/06 - ^31/06 

NSF South: Product Distribution Records, All Products Manufactured 
Exhibit 39 8/15/06 

NSF; Harvest Audits, Good Agricultural Practices Summary, 7/10/06 - 
Exhibit 40 8/26/06 

Pride of San Juan Harvesting Nurse Tank Chlorine Level Log, 8/5/06 - 
Exhibit 41 8/21/06 

Exhibit 42 Pride of San Juan Yearly Safety T raining Outline, 7/20/06 

Exhibit 43 Pride of San Juan Yearly Safety T raining Sign-in Sheet 4/2006 

Pride of San Juan Weekly Safety Refresher Training SIgn-in Sheet, 6/7/06 - 
Exhibit 44 8/25/06 

Exhibit 45 Seco Packing Harvest Spray Water Chlorine Log, 7/1 5/06 - 9/4/06 

Exhibit 46 Seco Packing Harvester Sanitation Log, 7/1 5/06 - 9/8/06 

Exhibit 47 Seco Packing Safety T raining Log, 5/1 ^06 - 9/1 8/06 

Exhibit 48 Sebastian Harrosting Harvesting Machine Sanitation SOP, 10/2006 

Exhibit 49 Sebastian Harvesting Harvesting Machine Sanitation Log, 8/8/06 - 8/20/06 

Exhibit 50 Sebastian Harvesting Crew Toilet Maintenance Invoice. Serviced 8/2006 

Mission Organics: Paicines Lot 1 Planting Records by Reid Section, 7/22/06 
Exhibit 51 -8/14/06 

Mission Organics; Paicines Lot 1 Harvest Record All Crops, Harvested 
Exhibit 52 8/10/06-9/11/06 

Mission Organics: Paidnes Lot 2 Planting Records by Reid Section, 8/15/06 
Exhibit 53 -9/11/06 

Mission Organics: Paidnes Lot 2 Harvest Record All Crops, Harvested 
Exhibit 54 9/9/06-9/25/06 

Mission Organics: Primus Labs Well Water Sample /Vialysis Results, 

Exhibit 55 Paidnes Ranch Well #1 and #2, 7/31/06 
Exhibit 56 Mission Organics; Paidnes Ranch Map 

True Organic: Chicken Pellet Invoices and Purchase Related Documents; 
Exhibits? 7/6/06,7/7/06 

Exhibit 58 Tnje Organb: Chicken Pellet Production Temperature Logs, 1/3/06 - 1/26/06 
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NSF South: Primus Labs Environmental Sample iisfer/a Analysis Results, 
Exhibit 26 9/7/06 

NSF South: Primus Labs Quaiteriy Raw and Finished Product Samples TPC 
Exhibit 27 Analysis Results, 7/27/06 

NSF South: JL Analytical Services Post-outbreak Raw Product and 
Exhibit 28 Environmental Sample Analysis Results; 9/17/06, 9/19/06, 9/21/06, 9/25/06 

NSF South: POSJ water system (no. 3500917) Monthly Report/ Bracewell 
Engineering Well Water Sample Analysis Results, Well #1 .July - August, 
Exhibit 29 2006 

Exhibit 30 NSF South : Process Waste Water Volume. 6/1 /06 -10/1/06 

Exhibit 31 NSF South; SJB2 (South Facility) Raw Receipts Log; 8/14/06, 8/15/06 

Exhibit 32 NSF South: Traceback of Spinach in Product Code P227A03 to Fields 

Exhibit 33 NSF South: Raw Product Receiving Log, 8/1/06 - 8/31/06 

NSF South; Raw Product Receiving Log, Mission Ranches/Secxj (Wickstrom 
Exhibit 34 Ranch), 8/1 4/06 

Exhibit 35 NSF: QAR 1 26: Earthbound Farm Field Grading Criteria, Revised 9/29/05 
Exhibit 36 NSF; Raw Product Disposition Report, 8/1/06 - 8/31/06 
Exhibit 37 NSF South: Pack Out Monitoring Form; Safety, 8/1/06 - 8/31/06 
Exhibit 38 NSF South; Packout Output Report, 8/1/06 - ^31/06 

NSF South: Product Distribution Records, All Products Manufactured 
Exhibit 39 8/15/06 

NSF; Harvest Audits, Good Agricultural Practices Summary, 7/10/06 - 
Exhibit 40 8/26/06 

Pride of San Juan Harvesting Nurse Tank Chlorine Level Log, 8/5/06 - 
Exhibit 41 8/21/06 

Exhibit 42 Pride of San Juan Yearly Safety T raining Outline, 7/20/06 

Exhibit 43 Pride of San Juan Yearly Safety T raining Sign-in Sheet 4/2006 

Pride of San Juan Weekly Safety Refresher Training SIgn-in Sheet, 6/7/06 - 
Exhibit 44 8/25/06 

Exhibit 45 Seco Packing Harvest Spray Water Chlorine Log, 7/1 5/06 - 9/4/06 

Exhibit 46 Seco Packing Harvester Sanitation Log, 7/1 5/06 - 9/8/06 

Exhibit 47 Seco Packing Safety T raining Log, 5/1 ^06 - 9/1 8/06 
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Mission Organics: Paicines Lot 1 Planting Records by Reid Section, 7/22/06 
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Mission Organics; Paicines Lot 1 Harvest Record All Crops, Harvested 
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Exhibit 59 

Exhibit 60 

Exhibit 61 

Exhibit 62 

Exhibit 63 

Exhibit 64 
Exhibit 65 
Exhibit 66 

Exhibit 67 
Exhibit 68 
Exhibit 69 
Exhibit 70 

Exhibit 71 

Exhibit 72 

Exhibit 73 
Exhibit 74 
Exhibit 75 


True Organic: Manna Pro Corporation Chicken Manure Carbon/Nitiogen 
Lab Analysis, 10/12/2006 

True Organic: Manna Pro Corporation £ co// and SalmonellaTest Results; 
4/10/06,5/23/06,6/28/06 

True Organic: Manna Pro Corporation E co// and SalmonellaTest. Results; 
8/9/06, 8/28/06 

True Organic; SOP Part 5.0 {Lab Analysis) and Part 6.0 (Let Release and 
Recall), Revised 10/1/06 

Seco Packing: Baby and Teenage Spinach Harvest Records, Multiple 
Ranches Including Wickstrom, 7/17/06 - 9/2/06 

Driscoll Strawberry Associates, Inc. for Mission Ranches: Primus Labs Well 
Water Sample Analysis Results Brown Ranch; 4/19/06, 9/18/06 
Mission Ranches: Wickstrom Ranch Primus GAP Audit, 6/7/06 
Mission Ranches; Wickstrom Ranch Map 

Pride of San Juan: Spinach Harvest Records, Multiple Ranches Including 
Taix, 7/17/06 - 9/1/06 

Pride of San Juan: Taix Ranch Primus GAP Audit, 8/1/06 
Pride of San Juan: Taix Product Tests by Primus, 9/21/06 
Pride of San Juan: Taix Ranch Map 

Sebastian Harvesting: Eade Ranch Spinach Harvest Records, 6/1/06 - 
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Braga Ranch: Monterey County Well Water Sample Analysis Results, Weil 
Eade #1,4/24/06 

Braga Ranch: Monterey County Well Water Sample Aneilysis Results; Wei! 
Eade #1 , #2, #3, #4, Resenrair; Tested 9/1 8/06 
Braga Ranch: Eade Ranch Primus GAP Audit, 4/19/06 
Eade Ranch Map 


Attachments 
Attachment 1 
Attachment 2 
Attachment 3 

Attachment 4 
Attachment 5 
Attachment 6 
Attachment 7 
Attachment 8 

Attachment 9 
Attachment 1 0 
Attachment 1 1 
Attachment 12 


NSF South Facility Process Row Diagram 
List of Wash Line Log Deviations (Translated) 

All Product Codes Obtained Off Packages From Case-Patient Households 
(CDC) 

Chart: Palcines Receipts 

Chart; P227 Quantities of Baby Spinach Used In Shift A and B 
Chart; P227 Spinach Depletion Times 
Chart: P227 Packing Line Production 

Chart: P227 Spinach Depletion Times Compared to P227 Packing Line 
Production 

Chart; Paicines Lot 1 Sections Layout, Products, Acres 
Environmental Samples From Farms and Watersheds 
CDC Addendum Report 
USDA Wildlife Services Addendum Report 
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For Immediate 
Release: 

April 12, 2007 


New CDC Data Show Increases in E.coli, 
Salmonella and Vibrio 

Statement of CSPI Food Safety Director Caroline Smith DeWaal 


Related Links: 
CDC Report on 
FoodNet data in 
MMWR 


The Centers for Disease Control and Prevention’s latest report shows Oiat 
infections from E. coll 0157:H7, Salmonella, and Vibrio are all on the rise. 
E. coli cases reported to CDC's FoodNet rose 50 percent since 2004, and 
Vibrio, another potentially deadly pathogen in shellfish, rose a whopping 78 
percent since FoodNet began (1996-1998). 


Letter to FDA on 
V'ihrzo 


Keep Updated: 

Email updates 
RSS syndication E3SI11 


Print Version 


The new data show that federal food safety agencies are failing in their job 
to protect Americans from foodborne illness. In the last six months, huge 
outbreaks associated with spinach, tomatoes, peanut butter and lettuce 
shook Americans' confider)ce In the safety of the food supply. Even pet 
food has been recalled after an outbreak affecting thousand of cats and 
dogs. The Government ^countability Office recently put food safety on the 
list of high risk programs. Clearly, these programs are falling and need to 
be fixed. 

Consider the 78 percent hike reported today in illnesses due to Vibrio, a 
dangerous, often deadly bacteria found in raw oysters and other raw 
shellfish. The Food and Drug Administration leaves It to an industry- 
dominated Interstate Shellfish Sanitation Conference to keep shellfish safe. 
That approach has obviously failed. 
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Food safety in Washington is a shell game, with one cabinet secretary in 
charge of E. coli on beef and another cabinet secretary in charge if it shows 
up on spinach. The food safety programs are under funded and minimally 
staffed. Vacancies and reductions In force are rampant. CDC’s report 
clearly shows that the programs aren’t working, and Congress should 
intervene to provide increased funding to the FDA in the short run and 
ultimately dismantle this regulatory hodgepodge and create a single, strong 
agency to ensure the safety of our food. 
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New CDC Data Show Increases in E.coli, 
Salmonella and Vibrio 

Statement of CSPI Food Safety Director Caroline Smith DeWaal 


Related Links: 
CDC Report on 
FoodNet data in 
MMWR 


The Centers for Disease Control and Prevention’s latest report shows Oiat 
infections from E. coll 0157:H7, Salmonella, and Vibrio are all on the rise. 
E. coli cases reported to CDC's FoodNet rose 50 percent since 2004, and 
Vibrio, another potentially deadly pathogen in shellfish, rose a whopping 78 
percent since FoodNet began (1996-1998). 


Letter to FDA on 
V'ihrzo 


Keep Updated: 

Email updates 
RSS syndication E3SI11 


Print Version 


The new data show that federal food safety agencies are failing in their job 
to protect Americans from foodborne illness. In the last six months, huge 
outbreaks associated with spinach, tomatoes, peanut butter and lettuce 
shook Americans' confider)ce In the safety of the food supply. Even pet 
food has been recalled after an outbreak affecting thousand of cats and 
dogs. The Government ^countability Office recently put food safety on the 
list of high risk programs. Clearly, these programs are falling and need to 
be fixed. 

Consider the 78 percent hike reported today in illnesses due to Vibrio, a 
dangerous, often deadly bacteria found in raw oysters and other raw 
shellfish. The Food and Drug Administration leaves It to an industry- 
dominated Interstate Shellfish Sanitation Conference to keep shellfish safe. 
That approach has obviously failed. 
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Food safety in Washington is a shell game, with one cabinet secretary in 
charge of E. coli on beef and another cabinet secretary in charge if it shows 
up on spinach. The food safety programs are under funded and minimally 
staffed. Vacancies and reductions In force are rampant. CDC’s report 
clearly shows that the programs aren’t working, and Congress should 
intervene to provide increased funding to the FDA in the short run and 
ultimately dismantle this regulatory hodgepodge and create a single, strong 
agency to ensure the safety of our food. 
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Salmonella and Vibrio 

Statement of CSPI Food Safety Director Caroline Smith DeWaal 


Related Links: 
CDC Report on 
FoodNet data in 
MMWR 


The Centers for Disease Control and Prevention’s latest report shows Oiat 
infections from E. coll 0157:H7, Salmonella, and Vibrio are all on the rise. 
E. coli cases reported to CDC's FoodNet rose 50 percent since 2004, and 
Vibrio, another potentially deadly pathogen in shellfish, rose a whopping 78 
percent since FoodNet began (1996-1998). 
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Keep Updated: 
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Print Version 


The new data show that federal food safety agencies are failing in their job 
to protect Americans from foodborne illness. In the last six months, huge 
outbreaks associated with spinach, tomatoes, peanut butter and lettuce 
shook Americans' confider)ce In the safety of the food supply. Even pet 
food has been recalled after an outbreak affecting thousand of cats and 
dogs. The Government ^countability Office recently put food safety on the 
list of high risk programs. Clearly, these programs are falling and need to 
be fixed. 

Consider the 78 percent hike reported today in illnesses due to Vibrio, a 
dangerous, often deadly bacteria found in raw oysters and other raw 
shellfish. The Food and Drug Administration leaves It to an industry- 
dominated Interstate Shellfish Sanitation Conference to keep shellfish safe. 
That approach has obviously failed. 
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Food safety in Washington is a shell game, with one cabinet secretary in 
charge of E. coli on beef and another cabinet secretary in charge if it shows 
up on spinach. The food safety programs are under funded and minimally 
staffed. Vacancies and reductions In force are rampant. CDC’s report 
clearly shows that the programs aren’t working, and Congress should 
intervene to provide increased funding to the FDA in the short run and 
ultimately dismantle this regulatory hodgepodge and create a single, strong 
agency to ensure the safety of our food. 
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New CDC Data Show Increases in E.coli, 
Salmonella and Vibrio 

Statement of CSPI Food Safety Director Caroline Smith DeWaal 


Related Links: 
CDC Report on 
FoodNet data in 
MMWR 


The Centers for Disease Control and Prevention’s latest report shows Oiat 
infections from E. coll 0157:H7, Salmonella, and Vibrio are all on the rise. 
E. coli cases reported to CDC's FoodNet rose 50 percent since 2004, and 
Vibrio, another potentially deadly pathogen in shellfish, rose a whopping 78 
percent since FoodNet began (1996-1998). 
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V'ihrzo 


Keep Updated: 

Email updates 
RSS syndication E3SI11 


Print Version 


The new data show that federal food safety agencies are failing in their job 
to protect Americans from foodborne illness. In the last six months, huge 
outbreaks associated with spinach, tomatoes, peanut butter and lettuce 
shook Americans' confider)ce In the safety of the food supply. Even pet 
food has been recalled after an outbreak affecting thousand of cats and 
dogs. The Government ^countability Office recently put food safety on the 
list of high risk programs. Clearly, these programs are falling and need to 
be fixed. 

Consider the 78 percent hike reported today in illnesses due to Vibrio, a 
dangerous, often deadly bacteria found in raw oysters and other raw 
shellfish. The Food and Drug Administration leaves It to an industry- 
dominated Interstate Shellfish Sanitation Conference to keep shellfish safe. 
That approach has obviously failed. 
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Food safety in Washington is a shell game, with one cabinet secretary in 
charge of E. coli on beef and another cabinet secretary in charge if it shows 
up on spinach. The food safety programs are under funded and minimally 
staffed. Vacancies and reductions In force are rampant. CDC’s report 
clearly shows that the programs aren’t working, and Congress should 
intervene to provide increased funding to the FDA in the short run and 
ultimately dismantle this regulatory hodgepodge and create a single, strong 
agency to ensure the safety of our food. 
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New CDC Data Show Increases in E.coli, 
Salmonella and Vibrio 

Statement of CSPI Food Safety Director Caroline Smith DeWaal 


Related Links: 
CDC Report on 
FoodNet data in 
MMWR 


The Centers for Disease Control and Prevention’s latest report shows Oiat 
infections from E. coll 0157:H7, Salmonella, and Vibrio are all on the rise. 
E. coli cases reported to CDC's FoodNet rose 50 percent since 2004, and 
Vibrio, another potentially deadly pathogen in shellfish, rose a whopping 78 
percent since FoodNet began (1996-1998). 
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V'ihrzo 


Keep Updated: 

Email updates 
RSS syndication E3SI11 


Print Version 


The new data show that federal food safety agencies are failing in their job 
to protect Americans from foodborne illness. In the last six months, huge 
outbreaks associated with spinach, tomatoes, peanut butter and lettuce 
shook Americans' confider)ce In the safety of the food supply. Even pet 
food has been recalled after an outbreak affecting thousand of cats and 
dogs. The Government ^countability Office recently put food safety on the 
list of high risk programs. Clearly, these programs are falling and need to 
be fixed. 

Consider the 78 percent hike reported today in illnesses due to Vibrio, a 
dangerous, often deadly bacteria found in raw oysters and other raw 
shellfish. The Food and Drug Administration leaves It to an industry- 
dominated Interstate Shellfish Sanitation Conference to keep shellfish safe. 
That approach has obviously failed. 
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Food safety in Washington is a shell game, with one cabinet secretary in 
charge of E. coli on beef and another cabinet secretary in charge if it shows 
up on spinach. The food safety programs are under funded and minimally 
staffed. Vacancies and reductions In force are rampant. CDC’s report 
clearly shows that the programs aren’t working, and Congress should 
intervene to provide increased funding to the FDA in the short run and 
ultimately dismantle this regulatory hodgepodge and create a single, strong 
agency to ensure the safety of our food. 
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For Immediate 
Release: 

April 12, 2007 


New CDC Data Show Increases in E.coli, 
Salmonella and Vibrio 

Statement of CSPI Food Safety Director Caroline Smith DeWaal 


Related Links: 
CDC Report on 
FoodNet data in 
MMWR 


The Centers for Disease Control and Prevention’s latest report shows Oiat 
infections from E. coll 0157:H7, Salmonella, and Vibrio are all on the rise. 
E. coli cases reported to CDC's FoodNet rose 50 percent since 2004, and 
Vibrio, another potentially deadly pathogen in shellfish, rose a whopping 78 
percent since FoodNet began (1996-1998). 


Letter to FDA on 
V'ihrzo 


Keep Updated: 

Email updates 
RSS syndication E3SI11 


Print Version 


The new data show that federal food safety agencies are failing in their job 
to protect Americans from foodborne illness. In the last six months, huge 
outbreaks associated with spinach, tomatoes, peanut butter and lettuce 
shook Americans' confider)ce In the safety of the food supply. Even pet 
food has been recalled after an outbreak affecting thousand of cats and 
dogs. The Government ^countability Office recently put food safety on the 
list of high risk programs. Clearly, these programs are falling and need to 
be fixed. 

Consider the 78 percent hike reported today in illnesses due to Vibrio, a 
dangerous, often deadly bacteria found in raw oysters and other raw 
shellfish. The Food and Drug Administration leaves It to an industry- 
dominated Interstate Shellfish Sanitation Conference to keep shellfish safe. 
That approach has obviously failed. 
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Food safety in Washington is a shell game, with one cabinet secretary in 
charge of E. coli on beef and another cabinet secretary in charge if it shows 
up on spinach. The food safety programs are under funded and minimally 
staffed. Vacancies and reductions In force are rampant. CDC’s report 
clearly shows that the programs aren’t working, and Congress should 
intervene to provide increased funding to the FDA in the short run and 
ultimately dismantle this regulatory hodgepodge and create a single, strong 
agency to ensure the safety of our food. 
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New CDC Data Show Increases in E.coli, 
Salmonella and Vibrio 

Statement of CSPI Food Safety Director Caroline Smith DeWaal 


Related Links: 
CDC Report on 
FoodNet data in 
MMWR 


The Centers for Disease Control and Prevention’s latest report shows Oiat 
infections from E. coll 0157:H7, Salmonella, and Vibrio are all on the rise. 
E. coli cases reported to CDC's FoodNet rose 50 percent since 2004, and 
Vibrio, another potentially deadly pathogen in shellfish, rose a whopping 78 
percent since FoodNet began (1996-1998). 
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V'ihrzo 


Keep Updated: 

Email updates 
RSS syndication E3SI11 


Print Version 


The new data show that federal food safety agencies are failing in their job 
to protect Americans from foodborne illness. In the last six months, huge 
outbreaks associated with spinach, tomatoes, peanut butter and lettuce 
shook Americans' confider)ce In the safety of the food supply. Even pet 
food has been recalled after an outbreak affecting thousand of cats and 
dogs. The Government ^countability Office recently put food safety on the 
list of high risk programs. Clearly, these programs are falling and need to 
be fixed. 

Consider the 78 percent hike reported today in illnesses due to Vibrio, a 
dangerous, often deadly bacteria found in raw oysters and other raw 
shellfish. The Food and Drug Administration leaves It to an industry- 
dominated Interstate Shellfish Sanitation Conference to keep shellfish safe. 
That approach has obviously failed. 
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Food safety in Washington is a shell game, with one cabinet secretary in 
charge of E. coli on beef and another cabinet secretary in charge if it shows 
up on spinach. The food safety programs are under funded and minimally 
staffed. Vacancies and reductions In force are rampant. CDC’s report 
clearly shows that the programs aren’t working, and Congress should 
intervene to provide increased funding to the FDA in the short run and 
ultimately dismantle this regulatory hodgepodge and create a single, strong 
agency to ensure the safety of our food. 
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New CDC Data Show Increases in E.coli, 
Salmonella and Vibrio 

Statement of CSPI Food Safety Director Caroline Smith DeWaal 


Related Links: 
CDC Report on 
FoodNet data in 
MMWR 


The Centers for Disease Control and Prevention’s latest report shows Oiat 
infections from E. coll 0157:H7, Salmonella, and Vibrio are all on the rise. 
E. coli cases reported to CDC's FoodNet rose 50 percent since 2004, and 
Vibrio, another potentially deadly pathogen in shellfish, rose a whopping 78 
percent since FoodNet began (1996-1998). 
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Keep Updated: 

Email updates 
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Print Version 


The new data show that federal food safety agencies are failing in their job 
to protect Americans from foodborne illness. In the last six months, huge 
outbreaks associated with spinach, tomatoes, peanut butter and lettuce 
shook Americans' confider)ce In the safety of the food supply. Even pet 
food has been recalled after an outbreak affecting thousand of cats and 
dogs. The Government ^countability Office recently put food safety on the 
list of high risk programs. Clearly, these programs are falling and need to 
be fixed. 

Consider the 78 percent hike reported today in illnesses due to Vibrio, a 
dangerous, often deadly bacteria found in raw oysters and other raw 
shellfish. The Food and Drug Administration leaves It to an industry- 
dominated Interstate Shellfish Sanitation Conference to keep shellfish safe. 
That approach has obviously failed. 
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Food safety in Washington is a shell game, with one cabinet secretary in 
charge of E. coli on beef and another cabinet secretary in charge if it shows 
up on spinach. The food safety programs are under funded and minimally 
staffed. Vacancies and reductions In force are rampant. CDC’s report 
clearly shows that the programs aren’t working, and Congress should 
intervene to provide increased funding to the FDA in the short run and 
ultimately dismantle this regulatory hodgepodge and create a single, strong 
agency to ensure the safety of our food. 
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CENTER FOR 

Science in the 
Public Interest 


Behind CSPI’s Outbreak Data: 

A look at the Produce Outbreak Numbers 


> Outbreaks in produce have doubled between 1998, 
which had 44 outbreaks, and 2004, which had 85 
outbreaks. This change may be due to enhanced 
outbreak surveillance effort by the CDC starting in 
1998. 

> Between 1 990 and 2004, diere have been a total of 
639 outbreaks in produce. 

> CSPFs Outbreak Alert Database tracks foodbome 
illness outbreaks by food source using data from 
CDC and otba highly reliable sources. Our database 
contains 5000 outbreaks with both food and hazard 
identified spanning 1990 to 2004. 

> If you have questions about CSPI’s database or about 
foodbome illness outbreak data, please contact 
Farida Bhuiya at 202-777-8377 or 
lbbuiya(^csplnet.org. 


Year 

Outbreaks 

Cases 

Cases Fsr 
Outbreak 

1990 

20 

1,563 

78.2 

1991 

14 

666 

47.6 

1992 

7 

293 

41.9 

1993 

17 

988 

58.1 

1994 

16 

900 

56.3 

1995 

22 

830 

37,7 

1996 

23 

2,557 

Ut.2 

1997 

29 

2,450 

84.5 

1998 

44 

2,749 

62.S 

1999 

80 

2.906 

36.3 

2000 

75 

3,185 

42,5 

2001 

76 

3,045 

40.1 

2002 


3,007 

41.2 

2003 


3,176 

54,8 

2004 


3,181 

37.4 

mrmm 

639 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 


Food and Drug AdmiaislntioD 
Tirton, GA ResiderfTPost 
P.O.Box 1709 


Tifton, CA31794 

MEMORANDUM 


Date; 2/13/04 

From: Janet B. Gray, CSO 

Tifton, GA RP 

Subject: Foliow-up for Cofnplainl # 22892 

To; Blake Bevill, SI 

Atlanta, GA DO 

On 1/28/04, 1 was notified by my supervisor, Blake Bevill, to conduct a follow-up investigation for 
aconsiimer complaint that was received by the KAN-DO on 1/12/04. The complaint involved an 18 
oz. plastic jar of Reduced Fat Crunchy Pet«^ Pan Peanut Butter that had reportwily had a misprint on 
the nutritional labeling for the correct amount or percentage of carbohydrates. See ATTACHMENT 
A for a copy of the Consumer Complaint Report; The-complain&t, Ms.4BlH|||^|HliLP a 

container of reduced fat peanut butter that she had purchased from Wal-Mart Superetore in located 
in Jefferson City, MO, the nutritional labeling stated 5 grams of carbohydrates per 2 tablespoons 
instead of the normal 14 grams of carbohydrates. The manufacturer of the product is ConAgra 
Foods, Inc., 101 S. Seabrook Dr., P.O. Box 585, Sylvester, GA 31791. The lot code on the product 
was “S32202311D’*. 


£v /3 
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Food and Drug AdmiaislntioD 
Tirton, GA ResiderfTPost 
P.O.Box 1709 


Tifton, CA31794 

MEMORANDUM 


Date; 2/13/04 

From: Janet B. Gray, CSO 

Tifton, GA RP 

Subject: Foliow-up for Cofnplainl # 22892 

To; Blake Bevill, SI 

Atlanta, GA DO 

On 1/28/04, 1 was notified by my supervisor, Blake Bevill, to conduct a follow-up investigation for 
aconsiimer complaint that was received by the KAN-DO on 1/12/04. The complaint involved an 18 
oz. plastic jar of Reduced Fat Crunchy Pet«^ Pan Peanut Butter that had reportwily had a misprint on 
the nutritional labeling for the correct amount or percentage of carbohydrates. See ATTACHMENT 
A for a copy of the Consumer Complaint Report; The-complain&t, Ms.4BlH|||^|HliLP a 

container of reduced fat peanut butter that she had purchased from Wal-Mart Superetore in located 
in Jefferson City, MO, the nutritional labeling stated 5 grams of carbohydrates per 2 tablespoons 
instead of the normal 14 grams of carbohydrates. The manufacturer of the product is ConAgra 
Foods, Inc., 101 S. Seabrook Dr., P.O. Box 585, Sylvester, GA 31791. The lot code on the product 
was “S32202311D’*. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 


Food and Drug AdmiaislntioD 
Tirton, GA ResiderfTPost 
P.O.Box 1709 


Tifton, CA31794 

MEMORANDUM 


Date; 2/13/04 

From: Janet B. Gray, CSO 

Tifton, GA RP 

Subject: Foliow-up for Cofnplainl # 22892 

To; Blake Bevill, SI 

Atlanta, GA DO 

On 1/28/04, 1 was notified by my supervisor, Blake Bevill, to conduct a follow-up investigation for 
aconsiimer complaint that was received by the KAN-DO on 1/12/04. The complaint involved an 18 
oz. plastic jar of Reduced Fat Crunchy Pet«^ Pan Peanut Butter that had reportwily had a misprint on 
the nutritional labeling for the correct amount or percentage of carbohydrates. See ATTACHMENT 
A for a copy of the Consumer Complaint Report; The-complain&t, Ms.4BlH|||^|HliLP a 

container of reduced fat peanut butter that she had purchased from Wal-Mart Superetore in located 
in Jefferson City, MO, the nutritional labeling stated 5 grams of carbohydrates per 2 tablespoons 
instead of the normal 14 grams of carbohydrates. The manufacturer of the product is ConAgra 
Foods, Inc., 101 S. Seabrook Dr., P.O. Box 585, Sylvester, GA 31791. The lot code on the product 
was “S32202311D’*. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 


Food and Drug AdmiaislntioD 
Tirton, GA ResiderfTPost 
P.O.Box 1709 


Tifton, CA31794 

MEMORANDUM 


Date; 2/13/04 

From: Janet B. Gray, CSO 

Tifton, GA RP 

Subject: Foliow-up for Cofnplainl # 22892 

To; Blake Bevill, SI 

Atlanta, GA DO 

On 1/28/04, 1 was notified by my supervisor, Blake Bevill, to conduct a follow-up investigation for 
aconsiimer complaint that was received by the KAN-DO on 1/12/04. The complaint involved an 18 
oz. plastic jar of Reduced Fat Crunchy Pet«^ Pan Peanut Butter that had reportwily had a misprint on 
the nutritional labeling for the correct amount or percentage of carbohydrates. See ATTACHMENT 
A for a copy of the Consumer Complaint Report; The-complain&t, Ms.4BlH|||^|HliLP a 

container of reduced fat peanut butter that she had purchased from Wal-Mart Superetore in located 
in Jefferson City, MO, the nutritional labeling stated 5 grams of carbohydrates per 2 tablespoons 
instead of the normal 14 grams of carbohydrates. The manufacturer of the product is ConAgra 
Foods, Inc., 101 S. Seabrook Dr., P.O. Box 585, Sylvester, GA 31791. The lot code on the product 
was “S32202311D’*. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 


Food and Drug AdmiaislntioD 
Tirton, GA ResiderfTPost 
P.O.Box 1709 


Tifton, CA31794 

MEMORANDUM 


Date; 2/13/04 

From: Janet B. Gray, CSO 

Tifton, GA RP 

Subject: Foliow-up for Cofnplainl # 22892 

To; Blake Bevill, SI 

Atlanta, GA DO 

On 1/28/04, 1 was notified by my supervisor, Blake Bevill, to conduct a follow-up investigation for 
aconsiimer complaint that was received by the KAN-DO on 1/12/04. The complaint involved an 18 
oz. plastic jar of Reduced Fat Crunchy Pet«^ Pan Peanut Butter that had reportwily had a misprint on 
the nutritional labeling for the correct amount or percentage of carbohydrates. See ATTACHMENT 
A for a copy of the Consumer Complaint Report; The-complain&t, Ms.4BlH|||^|HliLP a 

container of reduced fat peanut butter that she had purchased from Wal-Mart Superetore in located 
in Jefferson City, MO, the nutritional labeling stated 5 grams of carbohydrates per 2 tablespoons 
instead of the normal 14 grams of carbohydrates. The manufacturer of the product is ConAgra 
Foods, Inc., 101 S. Seabrook Dr., P.O. Box 585, Sylvester, GA 31791. The lot code on the product 
was “S32202311D’*. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 


Food and Drug AdmiaislntioD 
Tirton, GA ResiderfTPost 
P.O.Box 1709 


Tifton, CA31794 

MEMORANDUM 


Date; 2/13/04 

From: Janet B. Gray, CSO 

Tifton, GA RP 

Subject: Foliow-up for Cofnplainl # 22892 

To; Blake Bevill, SI 

Atlanta, GA DO 

On 1/28/04, 1 was notified by my supervisor, Blake Bevill, to conduct a follow-up investigation for 
aconsiimer complaint that was received by the KAN-DO on 1/12/04. The complaint involved an 18 
oz. plastic jar of Reduced Fat Crunchy Pet«^ Pan Peanut Butter that had reportwily had a misprint on 
the nutritional labeling for the correct amount or percentage of carbohydrates. See ATTACHMENT 
A for a copy of the Consumer Complaint Report; The-complain&t, Ms.4BlH|||^|HliLP a 

container of reduced fat peanut butter that she had purchased from Wal-Mart Superetore in located 
in Jefferson City, MO, the nutritional labeling stated 5 grams of carbohydrates per 2 tablespoons 
instead of the normal 14 grams of carbohydrates. The manufacturer of the product is ConAgra 
Foods, Inc., 101 S. Seabrook Dr., P.O. Box 585, Sylvester, GA 31791. The lot code on the product 
was “S32202311D’*. 
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►said 


On 1/30/04, 1 contacted Ms.^HPWand ask for details concerning her compliant. Ms. 
that she is a diabetic, and she has been controlling her diabetes by restricting the amount of 
carbohydrates in her daily diet. She said that the low-carbohydrate diet was recommended by her 
dietician and she has been on the regime since November of 2003. She says that she has been able to 
control her diabetes and since she has been on the diet she has not had to take insulin. She said that 
she has lost 15 lbs. since November. informed me that since she is on a low- 

carbohydrate diet, she reads all nutritional labels for everything she eats, so that she will not go over 
her recommended intake of 1 95 grams or less of carbohydrates each day. She said that she routinely 
purchases reduces fat peanut butter, and she is aware of the normal amount of carbohydrates per 
serving. She said that she had just purchased a new jar of reduced fat crunchy peanut butter and she 
noticed that the nutritional label stated 5 grams of carbohydrates instead of the usual 1 4 grams of 
carbohydrates per 2 tablespoons. She said that she was concerned because there might be other 
people that are on a low carbohydrate diet for health reasons and she didn’t want someone to over- 
do it thinking that they were getting fewer carbohydrates than they actually were. She said that she 
called the phone # listed on the jar for comments, and she talked to a man that looked up the lot 
code # for the peanut butter on a computer, and he said that their computer showed that the 
nutritional label listed that the product had 15 grams of carbohydrates. Ms.'*j|[|||[||[teold the man 
t hat.sh e was looking right at her jar and it said 5 grams. The man said that he would look into it. Ms. 

that several days later, a woman from Peter Pan left a rnessage on her answering 
machine; stating that there was a misprint with the labels and it had been taken care of. 
added that she had recently received some coupons arid a letter from the manufacturer stating that 
the problem with the mislabeling had been corrected and that the label should have read 14 grams 
not 5 grams. 


Ms.^^mi^said that on 1/10/04 while shopping at the same Wal-Mart Superstore, she noticed that 
the labels on the Peter Pan Reduced Fat Peanut Butter still had 5 grams of carbohydrates instead 1 4 
grams, At this time, she decided to notify FDA. Ms..fflMl(5tated that she didn’t know if the lot 
codes were the same. Ms.^MBMpsaid that she didn’t know the specific dates or names of the 
representatives from Peter Pan that she had talked. Ms.^m^j^said that she went back to the same 
store again on 1/24/04 and she looked throughallof the jars and didn’t find any declaring 5 grams. 
She said that they now said 15 grams and that it appeared that they had gone up a gram. Ms.f|Btl 
felt that the misbranded amount of carbohydrates could throw off her diet and other people that had 
to watch their carbohydrate intake. I thanked Ms. concerns and time, and told her 

that there would be a follow-up investigation at the manufacturer. 


On 2/3/04, 1 visited ConAgra Foods, Inc. located in Sylvester, GA. Credentials were presented to 
and the FDA-482, Notice of Inspection, was issued to Mr. Selvin L. Smith, Plant Manager, and the 
most responsible individual for the operations at the firm, see ATTACHMENTB.- Mr. Michael 
Matis, QC Manager, was also present during the initiation of the inspection. I explained that the 
purpose of my visit was to follow-up on a consumer complaint that we had received concerning a 
misprint for the amount of carbohydrates per serving on their Reduced Fat Crunchy Peter Pan 
Peanut Butter. Mr. Matis iirunediately knew what I was referring to and he told me that they had 
been notified and the problem had been corrected. He said that they were notified by their corporate 
office in Irvine, California onl /7/04. Mr. Matis stated that he wasn’t sure where the consumer got 
the 14 grams from because the product had alwa)^ had IS grams. Additionally, Mr. Matis said that 
he thought that the product involved was their Smart Choice brand not Peter Pan. He said that they 
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►said 


On 1/30/04, 1 contacted Ms.^HPWand ask for details concerning her compliant. Ms. 
that she is a diabetic, and she has been controlling her diabetes by restricting the amount of 
carbohydrates in her daily diet. She said that the low-carbohydrate diet was recommended by her 
dietician and she has been on the regime since November of 2003. She says that she has been able to 
control her diabetes and since she has been on the diet she has not had to take insulin. She said that 
she has lost 15 lbs. since November. informed me that since she is on a low- 

carbohydrate diet, she reads all nutritional labels for everything she eats, so that she will not go over 
her recommended intake of 1 95 grams or less of carbohydrates each day. She said that she routinely 
purchases reduces fat peanut butter, and she is aware of the normal amount of carbohydrates per 
serving. She said that she had just purchased a new jar of reduced fat crunchy peanut butter and she 
noticed that the nutritional label stated 5 grams of carbohydrates instead of the usual 1 4 grams of 
carbohydrates per 2 tablespoons. She said that she was concerned because there might be other 
people that are on a low carbohydrate diet for health reasons and she didn’t want someone to over- 
do it thinking that they were getting fewer carbohydrates than they actually were. She said that she 
called the phone # listed on the jar for comments, and she talked to a man that looked up the lot 
code # for the peanut butter on a computer, and he said that their computer showed that the 
nutritional label listed that the product had 15 grams of carbohydrates. Ms.'*j|[|||[||[teold the man 
t hat.sh e was looking right at her jar and it said 5 grams. The man said that he would look into it. Ms. 

that several days later, a woman from Peter Pan left a rnessage on her answering 
machine; stating that there was a misprint with the labels and it had been taken care of. 
added that she had recently received some coupons arid a letter from the manufacturer stating that 
the problem with the mislabeling had been corrected and that the label should have read 14 grams 
not 5 grams. 


Ms.^^mi^said that on 1/10/04 while shopping at the same Wal-Mart Superstore, she noticed that 
the labels on the Peter Pan Reduced Fat Peanut Butter still had 5 grams of carbohydrates instead 1 4 
grams, At this time, she decided to notify FDA. Ms..fflMl(5tated that she didn’t know if the lot 
codes were the same. Ms.^MBMpsaid that she didn’t know the specific dates or names of the 
representatives from Peter Pan that she had talked. Ms.^m^j^said that she went back to the same 
store again on 1/24/04 and she looked throughallof the jars and didn’t find any declaring 5 grams. 
She said that they now said 15 grams and that it appeared that they had gone up a gram. Ms.f|Btl 
felt that the misbranded amount of carbohydrates could throw off her diet and other people that had 
to watch their carbohydrate intake. I thanked Ms. concerns and time, and told her 

that there would be a follow-up investigation at the manufacturer. 


On 2/3/04, 1 visited ConAgra Foods, Inc. located in Sylvester, GA. Credentials were presented to 
and the FDA-482, Notice of Inspection, was issued to Mr. Selvin L. Smith, Plant Manager, and the 
most responsible individual for the operations at the firm, see ATTACHMENTB.- Mr. Michael 
Matis, QC Manager, was also present during the initiation of the inspection. I explained that the 
purpose of my visit was to follow-up on a consumer complaint that we had received concerning a 
misprint for the amount of carbohydrates per serving on their Reduced Fat Crunchy Peter Pan 
Peanut Butter. Mr. Matis iirunediately knew what I was referring to and he told me that they had 
been notified and the problem had been corrected. He said that they were notified by their corporate 
office in Irvine, California onl /7/04. Mr. Matis stated that he wasn’t sure where the consumer got 
the 14 grams from because the product had alwa)^ had IS grams. Additionally, Mr. Matis said that 
he thought that the product involved was their Smart Choice brand not Peter Pan. He said that they 
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►said 


On 1/30/04, 1 contacted Ms.^HPWand ask for details concerning her compliant. Ms. 
that she is a diabetic, and she has been controlling her diabetes by restricting the amount of 
carbohydrates in her daily diet. She said that the low-carbohydrate diet was recommended by her 
dietician and she has been on the regime since November of 2003. She says that she has been able to 
control her diabetes and since she has been on the diet she has not had to take insulin. She said that 
she has lost 15 lbs. since November. informed me that since she is on a low- 

carbohydrate diet, she reads all nutritional labels for everything she eats, so that she will not go over 
her recommended intake of 1 95 grams or less of carbohydrates each day. She said that she routinely 
purchases reduces fat peanut butter, and she is aware of the normal amount of carbohydrates per 
serving. She said that she had just purchased a new jar of reduced fat crunchy peanut butter and she 
noticed that the nutritional label stated 5 grams of carbohydrates instead of the usual 1 4 grams of 
carbohydrates per 2 tablespoons. She said that she was concerned because there might be other 
people that are on a low carbohydrate diet for health reasons and she didn’t want someone to over- 
do it thinking that they were getting fewer carbohydrates than they actually were. She said that she 
called the phone # listed on the jar for comments, and she talked to a man that looked up the lot 
code # for the peanut butter on a computer, and he said that their computer showed that the 
nutritional label listed that the product had 15 grams of carbohydrates. Ms.'*j|[|||[||[teold the man 
t hat.sh e was looking right at her jar and it said 5 grams. The man said that he would look into it. Ms. 

that several days later, a woman from Peter Pan left a rnessage on her answering 
machine; stating that there was a misprint with the labels and it had been taken care of. 
added that she had recently received some coupons arid a letter from the manufacturer stating that 
the problem with the mislabeling had been corrected and that the label should have read 14 grams 
not 5 grams. 


Ms.^^mi^said that on 1/10/04 while shopping at the same Wal-Mart Superstore, she noticed that 
the labels on the Peter Pan Reduced Fat Peanut Butter still had 5 grams of carbohydrates instead 1 4 
grams, At this time, she decided to notify FDA. Ms..fflMl(5tated that she didn’t know if the lot 
codes were the same. Ms.^MBMpsaid that she didn’t know the specific dates or names of the 
representatives from Peter Pan that she had talked. Ms.^m^j^said that she went back to the same 
store again on 1/24/04 and she looked throughallof the jars and didn’t find any declaring 5 grams. 
She said that they now said 15 grams and that it appeared that they had gone up a gram. Ms.f|Btl 
felt that the misbranded amount of carbohydrates could throw off her diet and other people that had 
to watch their carbohydrate intake. I thanked Ms. concerns and time, and told her 

that there would be a follow-up investigation at the manufacturer. 


On 2/3/04, 1 visited ConAgra Foods, Inc. located in Sylvester, GA. Credentials were presented to 
and the FDA-482, Notice of Inspection, was issued to Mr. Selvin L. Smith, Plant Manager, and the 
most responsible individual for the operations at the firm, see ATTACHMENTB.- Mr. Michael 
Matis, QC Manager, was also present during the initiation of the inspection. I explained that the 
purpose of my visit was to follow-up on a consumer complaint that we had received concerning a 
misprint for the amount of carbohydrates per serving on their Reduced Fat Crunchy Peter Pan 
Peanut Butter. Mr. Matis iirunediately knew what I was referring to and he told me that they had 
been notified and the problem had been corrected. He said that they were notified by their corporate 
office in Irvine, California onl /7/04. Mr. Matis stated that he wasn’t sure where the consumer got 
the 14 grams from because the product had alwa)^ had IS grams. Additionally, Mr. Matis said that 
he thought that the product involved was their Smart Choice brand not Peter Pan. He said that they 
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►said 


On 1/30/04, 1 contacted Ms.^HPWand ask for details concerning her compliant. Ms. 
that she is a diabetic, and she has been controlling her diabetes by restricting the amount of 
carbohydrates in her daily diet. She said that the low-carbohydrate diet was recommended by her 
dietician and she has been on the regime since November of 2003. She says that she has been able to 
control her diabetes and since she has been on the diet she has not had to take insulin. She said that 
she has lost 15 lbs. since November. informed me that since she is on a low- 

carbohydrate diet, she reads all nutritional labels for everything she eats, so that she will not go over 
her recommended intake of 1 95 grams or less of carbohydrates each day. She said that she routinely 
purchases reduces fat peanut butter, and she is aware of the normal amount of carbohydrates per 
serving. She said that she had just purchased a new jar of reduced fat crunchy peanut butter and she 
noticed that the nutritional label stated 5 grams of carbohydrates instead of the usual 1 4 grams of 
carbohydrates per 2 tablespoons. She said that she was concerned because there might be other 
people that are on a low carbohydrate diet for health reasons and she didn’t want someone to over- 
do it thinking that they were getting fewer carbohydrates than they actually were. She said that she 
called the phone # listed on the jar for comments, and she talked to a man that looked up the lot 
code # for the peanut butter on a computer, and he said that their computer showed that the 
nutritional label listed that the product had 15 grams of carbohydrates. Ms.'*j|[|||[||[teold the man 
t hat.sh e was looking right at her jar and it said 5 grams. The man said that he would look into it. Ms. 

that several days later, a woman from Peter Pan left a rnessage on her answering 
machine; stating that there was a misprint with the labels and it had been taken care of. 
added that she had recently received some coupons arid a letter from the manufacturer stating that 
the problem with the mislabeling had been corrected and that the label should have read 14 grams 
not 5 grams. 


Ms.^^mi^said that on 1/10/04 while shopping at the same Wal-Mart Superstore, she noticed that 
the labels on the Peter Pan Reduced Fat Peanut Butter still had 5 grams of carbohydrates instead 1 4 
grams, At this time, she decided to notify FDA. Ms..fflMl(5tated that she didn’t know if the lot 
codes were the same. Ms.^MBMpsaid that she didn’t know the specific dates or names of the 
representatives from Peter Pan that she had talked. Ms.^m^j^said that she went back to the same 
store again on 1/24/04 and she looked throughallof the jars and didn’t find any declaring 5 grams. 
She said that they now said 15 grams and that it appeared that they had gone up a gram. Ms.f|Btl 
felt that the misbranded amount of carbohydrates could throw off her diet and other people that had 
to watch their carbohydrate intake. I thanked Ms. concerns and time, and told her 

that there would be a follow-up investigation at the manufacturer. 


On 2/3/04, 1 visited ConAgra Foods, Inc. located in Sylvester, GA. Credentials were presented to 
and the FDA-482, Notice of Inspection, was issued to Mr. Selvin L. Smith, Plant Manager, and the 
most responsible individual for the operations at the firm, see ATTACHMENTB.- Mr. Michael 
Matis, QC Manager, was also present during the initiation of the inspection. I explained that the 
purpose of my visit was to follow-up on a consumer complaint that we had received concerning a 
misprint for the amount of carbohydrates per serving on their Reduced Fat Crunchy Peter Pan 
Peanut Butter. Mr. Matis iirunediately knew what I was referring to and he told me that they had 
been notified and the problem had been corrected. He said that they were notified by their corporate 
office in Irvine, California onl /7/04. Mr. Matis stated that he wasn’t sure where the consumer got 
the 14 grams from because the product had alwa)^ had IS grams. Additionally, Mr. Matis said that 
he thought that the product involved was their Smart Choice brand not Peter Pan. He said that they 
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►said 


On 1/30/04, 1 contacted Ms.^HPWand ask for details concerning her compliant. Ms. 
that she is a diabetic, and she has been controlling her diabetes by restricting the amount of 
carbohydrates in her daily diet. She said that the low-carbohydrate diet was recommended by her 
dietician and she has been on the regime since November of 2003. She says that she has been able to 
control her diabetes and since she has been on the diet she has not had to take insulin. She said that 
she has lost 15 lbs. since November. informed me that since she is on a low- 

carbohydrate diet, she reads all nutritional labels for everything she eats, so that she will not go over 
her recommended intake of 1 95 grams or less of carbohydrates each day. She said that she routinely 
purchases reduces fat peanut butter, and she is aware of the normal amount of carbohydrates per 
serving. She said that she had just purchased a new jar of reduced fat crunchy peanut butter and she 
noticed that the nutritional label stated 5 grams of carbohydrates instead of the usual 1 4 grams of 
carbohydrates per 2 tablespoons. She said that she was concerned because there might be other 
people that are on a low carbohydrate diet for health reasons and she didn’t want someone to over- 
do it thinking that they were getting fewer carbohydrates than they actually were. She said that she 
called the phone # listed on the jar for comments, and she talked to a man that looked up the lot 
code # for the peanut butter on a computer, and he said that their computer showed that the 
nutritional label listed that the product had 15 grams of carbohydrates. Ms.'*j|[|||[||[teold the man 
t hat.sh e was looking right at her jar and it said 5 grams. The man said that he would look into it. Ms. 

that several days later, a woman from Peter Pan left a rnessage on her answering 
machine; stating that there was a misprint with the labels and it had been taken care of. 
added that she had recently received some coupons arid a letter from the manufacturer stating that 
the problem with the mislabeling had been corrected and that the label should have read 14 grams 
not 5 grams. 


Ms.^^mi^said that on 1/10/04 while shopping at the same Wal-Mart Superstore, she noticed that 
the labels on the Peter Pan Reduced Fat Peanut Butter still had 5 grams of carbohydrates instead 1 4 
grams, At this time, she decided to notify FDA. Ms..fflMl(5tated that she didn’t know if the lot 
codes were the same. Ms.^MBMpsaid that she didn’t know the specific dates or names of the 
representatives from Peter Pan that she had talked. Ms.^m^j^said that she went back to the same 
store again on 1/24/04 and she looked throughallof the jars and didn’t find any declaring 5 grams. 
She said that they now said 15 grams and that it appeared that they had gone up a gram. Ms.f|Btl 
felt that the misbranded amount of carbohydrates could throw off her diet and other people that had 
to watch their carbohydrate intake. I thanked Ms. concerns and time, and told her 

that there would be a follow-up investigation at the manufacturer. 


On 2/3/04, 1 visited ConAgra Foods, Inc. located in Sylvester, GA. Credentials were presented to 
and the FDA-482, Notice of Inspection, was issued to Mr. Selvin L. Smith, Plant Manager, and the 
most responsible individual for the operations at the firm, see ATTACHMENTB.- Mr. Michael 
Matis, QC Manager, was also present during the initiation of the inspection. I explained that the 
purpose of my visit was to follow-up on a consumer complaint that we had received concerning a 
misprint for the amount of carbohydrates per serving on their Reduced Fat Crunchy Peter Pan 
Peanut Butter. Mr. Matis iirunediately knew what I was referring to and he told me that they had 
been notified and the problem had been corrected. He said that they were notified by their corporate 
office in Irvine, California onl /7/04. Mr. Matis stated that he wasn’t sure where the consumer got 
the 14 grams from because the product had alwa)^ had IS grams. Additionally, Mr. Matis said that 
he thought that the product involved was their Smart Choice brand not Peter Pan. He said that they 
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►said 


On 1/30/04, 1 contacted Ms.^HPWand ask for details concerning her compliant. Ms. 
that she is a diabetic, and she has been controlling her diabetes by restricting the amount of 
carbohydrates in her daily diet. She said that the low-carbohydrate diet was recommended by her 
dietician and she has been on the regime since November of 2003. She says that she has been able to 
control her diabetes and since she has been on the diet she has not had to take insulin. She said that 
she has lost 15 lbs. since November. informed me that since she is on a low- 

carbohydrate diet, she reads all nutritional labels for everything she eats, so that she will not go over 
her recommended intake of 1 95 grams or less of carbohydrates each day. She said that she routinely 
purchases reduces fat peanut butter, and she is aware of the normal amount of carbohydrates per 
serving. She said that she had just purchased a new jar of reduced fat crunchy peanut butter and she 
noticed that the nutritional label stated 5 grams of carbohydrates instead of the usual 1 4 grams of 
carbohydrates per 2 tablespoons. She said that she was concerned because there might be other 
people that are on a low carbohydrate diet for health reasons and she didn’t want someone to over- 
do it thinking that they were getting fewer carbohydrates than they actually were. She said that she 
called the phone # listed on the jar for comments, and she talked to a man that looked up the lot 
code # for the peanut butter on a computer, and he said that their computer showed that the 
nutritional label listed that the product had 15 grams of carbohydrates. Ms.'*j|[|||[||[teold the man 
t hat.sh e was looking right at her jar and it said 5 grams. The man said that he would look into it. Ms. 

that several days later, a woman from Peter Pan left a rnessage on her answering 
machine; stating that there was a misprint with the labels and it had been taken care of. 
added that she had recently received some coupons arid a letter from the manufacturer stating that 
the problem with the mislabeling had been corrected and that the label should have read 14 grams 
not 5 grams. 


Ms.^^mi^said that on 1/10/04 while shopping at the same Wal-Mart Superstore, she noticed that 
the labels on the Peter Pan Reduced Fat Peanut Butter still had 5 grams of carbohydrates instead 1 4 
grams, At this time, she decided to notify FDA. Ms..fflMl(5tated that she didn’t know if the lot 
codes were the same. Ms.^MBMpsaid that she didn’t know the specific dates or names of the 
representatives from Peter Pan that she had talked. Ms.^m^j^said that she went back to the same 
store again on 1/24/04 and she looked throughallof the jars and didn’t find any declaring 5 grams. 
She said that they now said 15 grams and that it appeared that they had gone up a gram. Ms.f|Btl 
felt that the misbranded amount of carbohydrates could throw off her diet and other people that had 
to watch their carbohydrate intake. I thanked Ms. concerns and time, and told her 

that there would be a follow-up investigation at the manufacturer. 


On 2/3/04, 1 visited ConAgra Foods, Inc. located in Sylvester, GA. Credentials were presented to 
and the FDA-482, Notice of Inspection, was issued to Mr. Selvin L. Smith, Plant Manager, and the 
most responsible individual for the operations at the firm, see ATTACHMENTB.- Mr. Michael 
Matis, QC Manager, was also present during the initiation of the inspection. I explained that the 
purpose of my visit was to follow-up on a consumer complaint that we had received concerning a 
misprint for the amount of carbohydrates per serving on their Reduced Fat Crunchy Peter Pan 
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dietician and she has been on the regime since November of 2003. She says that she has been able to 
control her diabetes and since she has been on the diet she has not had to take insulin. She said that 
she has lost 15 lbs. since November. informed me that since she is on a low- 

carbohydrate diet, she reads all nutritional labels for everything she eats, so that she will not go over 
her recommended intake of 1 95 grams or less of carbohydrates each day. She said that she routinely 
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do it thinking that they were getting fewer carbohydrates than they actually were. She said that she 
called the phone # listed on the jar for comments, and she talked to a man that looked up the lot 
code # for the peanut butter on a computer, and he said that their computer showed that the 
nutritional label listed that the product had 15 grams of carbohydrates. Ms.'*j|[|||[||[teold the man 
t hat.sh e was looking right at her jar and it said 5 grams. The man said that he would look into it. Ms. 

that several days later, a woman from Peter Pan left a rnessage on her answering 
machine; stating that there was a misprint with the labels and it had been taken care of. 
added that she had recently received some coupons arid a letter from the manufacturer stating that 
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grams, At this time, she decided to notify FDA. Ms..fflMl(5tated that she didn’t know if the lot 
codes were the same. Ms.^MBMpsaid that she didn’t know the specific dates or names of the 
representatives from Peter Pan that she had talked. Ms.^m^j^said that she went back to the same 
store again on 1/24/04 and she looked throughallof the jars and didn’t find any declaring 5 grams. 
She said that they now said 15 grams and that it appeared that they had gone up a gram. Ms.f|Btl 
felt that the misbranded amount of carbohydrates could throw off her diet and other people that had 
to watch their carbohydrate intake. I thanked Ms. concerns and time, and told her 

that there would be a follow-up investigation at the manufacturer. 
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were never told why there was a misprint, but they had pulled all of the labels that had the incorrect 
carbohydrate amount on the label. He said that all of the old labels were in his office. Ms. Matis 
stated that the printing of labels as well as the label review are handled by their corporate office. He 
said that they do a cursory label review for the correct weights, product name, brand name, and 
kosher symbol. He said that they do not review the nutritional label. Mr, Matis showed me the 
misprinted labels that were pulled and kept in his office. He also took me to the label and packaging 
storage area to show me that all of the labels stating 5 grams had been removed. I observed that all 
of the labels present for reduced fat peanut butter stated 15 grams of carbohydrates. Mr, Matis ask 
what the lot code was on the consumers jar and I told him that it was "S3220231 1 (D or 0)”. He 
said that the last letter was a D because they do not use 0 in their coding system. Mr. Matis 
explained that they had developed a new coding system since the last inspection. He said that the S 
is for Sylvester; 3 is for the year; 220 is for the Julian date; 2311 is for the time of packaging; and D 
is for, the production line. Mr. Matis said that this particular lot was produced on 8/8/03. At this 
time, Mr. Matis checked to see if they still had any of this product on hand, but he said that all of 
this particular lot had already been shipped. He said that he was not surprised because they usually 
ship the product out shortly after production. 

A closing discussion was held with Mr. Smith and Mr. Matis. Management said they had not 
received any more complaints to this nature that they were aware of, Mr. Matis said that all 
complaints or comments were handled by their home office located in Omaha, Nebraska Mr. Matis 
said that they did not issue a recall or product removal because they didn’t feel that it was a health 
risk, and since the product was produced in Augurf they felt that there was probably just a small 
amount of product under this lot code in distribution. Management informed me if I had any other 
questions concerning when and how the complaint was received that 1 should call Dave Navarrette, 
Director of Regulatory Aifairs, who is located in Irvine, CA I was also informed that I would have 
to issue a written request for information before I would be able to get any information from their 
corporate office. I thanked them for their time and cooperation and concluded the inspection. 

While at the firm, I collected sample #254933 consisting of 12/28 oz. plastic jars of Peter Pan 
Creamy Peanut Butter for aflatoxin analysis as per FY’ 04 mycotoxin surveillance assigrunent. 
ATTACHMENT C is a copy of the collection report for the above sample. The FDA-484, Receipt 
for Samples, was issued to Mr. Michael Matis, see ATTACHMENT D. 


ATTACHMENT A: Consumer Complaint Injury Report; 3 pages 
ATTACHMENT B; Notice of Inspection; 1 page 
ATTACHMENT C: Collection Report for Sample # 254933; 3 pages 
ATTACHMENT D: Receipt for Samples; 1 page 


/Janet B. Gray/CSO 
/ TiftonRP 
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is for, the production line. Mr. Matis said that this particular lot was produced on 8/8/03. At this 
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said that they did not issue a recall or product removal because they didn’t feel that it was a health 
risk, and since the product was produced in Augurf they felt that there was probably just a small 
amount of product under this lot code in distribution. Management informed me if I had any other 
questions concerning when and how the complaint was received that 1 should call Dave Navarrette, 
Director of Regulatory Aifairs, who is located in Irvine, CA I was also informed that I would have 
to issue a written request for information before I would be able to get any information from their 
corporate office. I thanked them for their time and cooperation and concluded the inspection. 

While at the firm, I collected sample #254933 consisting of 12/28 oz. plastic jars of Peter Pan 
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to issue a written request for information before I would be able to get any information from their 
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***PRODUCT RECALL NOTICE*** 
READ IMMEDIATELY 

Date; February 16, 2007 

Memo T o: Sonic Partners that sell Peanut Butter T opping from Con Agra Foods 

From; Nelson Taylor - Sonic Quality Assurance and Food Safety 

Subject PEANUT BUTTER TOPPING CLASS I RECALL 

Con Agra Foods, the supplier that produces peanut butter topping for Sonic, is voluntarily 
recalling all peanut butter topping in the Sonic system. The product is being recalled out of 
an abundance of caution due to a potential link between Peter Pan Peanut Butter and some 
foodborne illnesses in the United States. Onginally foodservice product was not impacted, 
but Con Agra has since expanded the recall to include all foodservice product. There Is no 
indication at this time that our customers are or were in any danger of becoming sick. 
Additionally, this recall only impacts liquid peanut butter topping. No other peanut or peanut 
butter products are involved In the recall. 

Con Agra has asked that we remove ALL PRODUCT from service and destroy any 
remaining inventory. At this time, we are asking you to remove all opened and 
unopened peanut butter from service, Sonic product code 68585. If you have 
unopened peanut butter topping in your inventory, open the can and discard. Once 
you have secured and recorded your inventory of opened and unopened product, 
please contact your distributor to arrange for a credit At this time, we are working to 
source replacement product as quickly as possible. Additional communication will 
follow. 

Talking points to answer customer questions are attached to this memo. Please direct all 
media inquiries to ChristI Woodworth, director - external communications, 405.627.1260. 

Please complete the attached recall affidavit and send it to the fax number shown. Due to 
the fact that this is a CLASS I RECALL, we must ensure that all drive-ins with peanut butter 
topping have been contacted and the RECALL NOTICE is clearly understood. 

All drive-ins and owners/supervisors that have received the impacted product are receiving 
this notification, and we must receive a product recall affidavit from each drive-in. 

If you have any questions, please feel free to contact 

Nelson Taylor at 800-517-6642, ext. 4904 or 405-225-4904 
Randy Giwer at 800-517-6642, ext. 4906 or 405-225-4906 
Tom Hall at 800-51 7-6642, ext. 5326 or 405-225-5326 




Thank you for your urgent response. 
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***PRODUCT RECALL NOTICE*** 
READ IMMEDIATELY 

Date; February 16, 2007 
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***PRODUCT RECALL NOTICE*** 
READ IMMEDIATELY 

Date; February 16, 2007 
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From; Nelson Taylor - Sonic Quality Assurance and Food Safety 

Subject PEANUT BUTTER TOPPING CLASS I RECALL 

Con Agra Foods, the supplier that produces peanut butter topping for Sonic, is voluntarily 
recalling all peanut butter topping in the Sonic system. The product is being recalled out of 
an abundance of caution due to a potential link between Peter Pan Peanut Butter and some 
foodborne illnesses in the United States. Onginally foodservice product was not impacted, 
but Con Agra has since expanded the recall to include all foodservice product. There Is no 
indication at this time that our customers are or were in any danger of becoming sick. 
Additionally, this recall only impacts liquid peanut butter topping. No other peanut or peanut 
butter products are involved In the recall. 

Con Agra has asked that we remove ALL PRODUCT from service and destroy any 
remaining inventory. At this time, we are asking you to remove all opened and 
unopened peanut butter from service, Sonic product code 68585. If you have 
unopened peanut butter topping in your inventory, open the can and discard. Once 
you have secured and recorded your inventory of opened and unopened product, 
please contact your distributor to arrange for a credit At this time, we are working to 
source replacement product as quickly as possible. Additional communication will 
follow. 

Talking points to answer customer questions are attached to this memo. Please direct all 
media inquiries to ChristI Woodworth, director - external communications, 405.627.1260. 

Please complete the attached recall affidavit and send it to the fax number shown. Due to 
the fact that this is a CLASS I RECALL, we must ensure that all drive-ins with peanut butter 
topping have been contacted and the RECALL NOTICE is clearly understood. 

All drive-ins and owners/supervisors that have received the impacted product are receiving 
this notification, and we must receive a product recall affidavit from each drive-in. 

If you have any questions, please feel free to contact 

Nelson Taylor at 800-517-6642, ext. 4904 or 405-225-4904 
Randy Giwer at 800-517-6642, ext. 4906 or 405-225-4906 
Tom Hall at 800-51 7-6642, ext. 5326 or 405-225-5326 




Thank you for your urgent response. 



723 



Drfv«>ffi. 


***PRODUCT RECALL NOTICE*** 
READ IMMEDIATELY 

Date; February 16, 2007 
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***PRODUCT RECALL NOTICE*** 
READ IMMEDIATELY 

Date; February 16, 2007 
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From; Nelson Taylor - Sonic Quality Assurance and Food Safety 
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***PRODUCT RECALL NOTICE*** 
READ IMMEDIATELY 

Date; February 16, 2007 
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From; Nelson Taylor - Sonic Quality Assurance and Food Safety 
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foodborne illnesses in the United States. Onginally foodservice product was not impacted, 
but Con Agra has since expanded the recall to include all foodservice product. There Is no 
indication at this time that our customers are or were in any danger of becoming sick. 
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***PRODUCT RECALL NOTICE*** 
READ IMMEDIATELY 
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Memo T o: Sonic Partners that sell Peanut Butter T opping from Con Agra Foods 
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but Con Agra has since expanded the recall to include all foodservice product. There Is no 
indication at this time that our customers are or were in any danger of becoming sick. 
Additionally, this recall only impacts liquid peanut butter topping. No other peanut or peanut 
butter products are involved In the recall. 

Con Agra has asked that we remove ALL PRODUCT from service and destroy any 
remaining inventory. At this time, we are asking you to remove all opened and 
unopened peanut butter from service, Sonic product code 68585. If you have 
unopened peanut butter topping in your inventory, open the can and discard. Once 
you have secured and recorded your inventory of opened and unopened product, 
please contact your distributor to arrange for a credit At this time, we are working to 
source replacement product as quickly as possible. Additional communication will 
follow. 

Talking points to answer customer questions are attached to this memo. Please direct all 
media inquiries to ChristI Woodworth, director - external communications, 405.627.1260. 

Please complete the attached recall affidavit and send it to the fax number shown. Due to 
the fact that this is a CLASS I RECALL, we must ensure that all drive-ins with peanut butter 
topping have been contacted and the RECALL NOTICE is clearly understood. 

All drive-ins and owners/supervisors that have received the impacted product are receiving 
this notification, and we must receive a product recall affidavit from each drive-in. 

If you have any questions, please feel free to contact 

Nelson Taylor at 800-517-6642, ext. 4904 or 405-225-4904 
Randy Giwer at 800-517-6642, ext. 4906 or 405-225-4906 
Tom Hall at 800-51 7-6642, ext. 5326 or 405-225-5326 




Thank you for your urgent response. 
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***PRODUCT RECALL NOTICE*** 
READ IMMEDIATELY 

Date; February 16, 2007 

Memo T o: Sonic Partners that sell Peanut Butter T opping from Con Agra Foods 

From; Nelson Taylor - Sonic Quality Assurance and Food Safety 

Subject PEANUT BUTTER TOPPING CLASS I RECALL 

Con Agra Foods, the supplier that produces peanut butter topping for Sonic, is voluntarily 
recalling all peanut butter topping in the Sonic system. The product is being recalled out of 
an abundance of caution due to a potential link between Peter Pan Peanut Butter and some 
foodborne illnesses in the United States. Onginally foodservice product was not impacted, 
but Con Agra has since expanded the recall to include all foodservice product. There Is no 
indication at this time that our customers are or were in any danger of becoming sick. 
Additionally, this recall only impacts liquid peanut butter topping. No other peanut or peanut 
butter products are involved In the recall. 

Con Agra has asked that we remove ALL PRODUCT from service and destroy any 
remaining inventory. At this time, we are asking you to remove all opened and 
unopened peanut butter from service, Sonic product code 68585. If you have 
unopened peanut butter topping in your inventory, open the can and discard. Once 
you have secured and recorded your inventory of opened and unopened product, 
please contact your distributor to arrange for a credit At this time, we are working to 
source replacement product as quickly as possible. Additional communication will 
follow. 

Talking points to answer customer questions are attached to this memo. Please direct all 
media inquiries to ChristI Woodworth, director - external communications, 405.627.1260. 

Please complete the attached recall affidavit and send it to the fax number shown. Due to 
the fact that this is a CLASS I RECALL, we must ensure that all drive-ins with peanut butter 
topping have been contacted and the RECALL NOTICE is clearly understood. 

All drive-ins and owners/supervisors that have received the impacted product are receiving 
this notification, and we must receive a product recall affidavit from each drive-in. 

If you have any questions, please feel free to contact 

Nelson Taylor at 800-517-6642, ext. 4904 or 405-225-4904 
Randy Giwer at 800-517-6642, ext. 4906 or 405-225-4906 
Tom Hall at 800-51 7-6642, ext. 5326 or 405-225-5326 




Thank you for your urgent response. 
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***PRODUCT RECALL NOTICE*** 
READ IMMEDIATELY 

Date; February 16, 2007 

Memo T o: Sonic Partners that sell Peanut Butter T opping from Con Agra Foods 

From; Nelson Taylor - Sonic Quality Assurance and Food Safety 

Subject PEANUT BUTTER TOPPING CLASS I RECALL 

Con Agra Foods, the supplier that produces peanut butter topping for Sonic, is voluntarily 
recalling all peanut butter topping in the Sonic system. The product is being recalled out of 
an abundance of caution due to a potential link between Peter Pan Peanut Butter and some 
foodborne illnesses in the United States. Onginally foodservice product was not impacted, 
but Con Agra has since expanded the recall to include all foodservice product. There Is no 
indication at this time that our customers are or were in any danger of becoming sick. 
Additionally, this recall only impacts liquid peanut butter topping. No other peanut or peanut 
butter products are involved In the recall. 

Con Agra has asked that we remove ALL PRODUCT from service and destroy any 
remaining inventory. At this time, we are asking you to remove all opened and 
unopened peanut butter from service, Sonic product code 68585. If you have 
unopened peanut butter topping in your inventory, open the can and discard. Once 
you have secured and recorded your inventory of opened and unopened product, 
please contact your distributor to arrange for a credit At this time, we are working to 
source replacement product as quickly as possible. Additional communication will 
follow. 

Talking points to answer customer questions are attached to this memo. Please direct all 
media inquiries to ChristI Woodworth, director - external communications, 405.627.1260. 

Please complete the attached recall affidavit and send it to the fax number shown. Due to 
the fact that this is a CLASS I RECALL, we must ensure that all drive-ins with peanut butter 
topping have been contacted and the RECALL NOTICE is clearly understood. 

All drive-ins and owners/supervisors that have received the impacted product are receiving 
this notification, and we must receive a product recall affidavit from each drive-in. 

If you have any questions, please feel free to contact 

Nelson Taylor at 800-517-6642, ext. 4904 or 405-225-4904 
Randy Giwer at 800-517-6642, ext. 4906 or 405-225-4906 
Tom Hall at 800-51 7-6642, ext. 5326 or 405-225-5326 




Thank you for your urgent response. 
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***PRODUCT RECALL NOTICE*** 
READ IMMEDIATELY 

Date; February 16, 2007 

Memo T o: Sonic Partners that sell Peanut Butter T opping from Con Agra Foods 

From; Nelson Taylor - Sonic Quality Assurance and Food Safety 

Subject PEANUT BUTTER TOPPING CLASS I RECALL 

Con Agra Foods, the supplier that produces peanut butter topping for Sonic, is voluntarily 
recalling all peanut butter topping in the Sonic system. The product is being recalled out of 
an abundance of caution due to a potential link between Peter Pan Peanut Butter and some 
foodborne illnesses in the United States. Onginally foodservice product was not impacted, 
but Con Agra has since expanded the recall to include all foodservice product. There Is no 
indication at this time that our customers are or were in any danger of becoming sick. 
Additionally, this recall only impacts liquid peanut butter topping. No other peanut or peanut 
butter products are involved In the recall. 

Con Agra has asked that we remove ALL PRODUCT from service and destroy any 
remaining inventory. At this time, we are asking you to remove all opened and 
unopened peanut butter from service, Sonic product code 68585. If you have 
unopened peanut butter topping in your inventory, open the can and discard. Once 
you have secured and recorded your inventory of opened and unopened product, 
please contact your distributor to arrange for a credit At this time, we are working to 
source replacement product as quickly as possible. Additional communication will 
follow. 

Talking points to answer customer questions are attached to this memo. Please direct all 
media inquiries to ChristI Woodworth, director - external communications, 405.627.1260. 

Please complete the attached recall affidavit and send it to the fax number shown. Due to 
the fact that this is a CLASS I RECALL, we must ensure that all drive-ins with peanut butter 
topping have been contacted and the RECALL NOTICE is clearly understood. 

All drive-ins and owners/supervisors that have received the impacted product are receiving 
this notification, and we must receive a product recall affidavit from each drive-in. 

If you have any questions, please feel free to contact 

Nelson Taylor at 800-517-6642, ext. 4904 or 405-225-4904 
Randy Giwer at 800-517-6642, ext. 4906 or 405-225-4906 
Tom Hall at 800-51 7-6642, ext. 5326 or 405-225-5326 




Thank you for your urgent response. 
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Drivm'ln. 

PRODUCT RECALL AFFIDAVIT 

4 Digit Dtfve-ln Number; 

Drive>fn Address; 


I (Print Name) do affirm that I have read and 

understand the attached Product Recall Notice concerning the Peanut Butter 
Topping, Sonic Item #68585. I have reviewed all peanut butter topping inventory 
in my drive>in. i am confirming that I DO / DO NOT (Circle One) have peanut 
butter topping. I am also confirming that i have taken the appropriate action as 
outlined In the Recall Notice. The above product has been implicated in a CLASS 
i RECALL. If you DO have the product in question, please note the 14 digit UPC 
code and quantity below and discard as instructed . The UPC code should be 
on the can and the case. 

Product Code/Pack Date: Quantity; 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date; Quantity: 


(Print Name and Title) 


(Signature) (Date) 

‘PLEASE RETURN VIA FAX TO (405) 225-5987^* 
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Drivm'ln. 

PRODUCT RECALL AFFIDAVIT 

4 Digit Dtfve-ln Number; 

Drive>fn Address; 


I (Print Name) do affirm that I have read and 

understand the attached Product Recall Notice concerning the Peanut Butter 
Topping, Sonic Item #68585. I have reviewed all peanut butter topping inventory 
in my drive>in. i am confirming that I DO / DO NOT (Circle One) have peanut 
butter topping. I am also confirming that i have taken the appropriate action as 
outlined In the Recall Notice. The above product has been implicated in a CLASS 
i RECALL. If you DO have the product in question, please note the 14 digit UPC 
code and quantity below and discard as instructed . The UPC code should be 
on the can and the case. 

Product Code/Pack Date: Quantity; 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date; Quantity: 


(Print Name and Title) 


(Signature) (Date) 

‘PLEASE RETURN VIA FAX TO (405) 225-5987^* 
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Drivm'ln. 

PRODUCT RECALL AFFIDAVIT 

4 Digit Dtfve-ln Number; 

Drive>fn Address; 


I (Print Name) do affirm that I have read and 

understand the attached Product Recall Notice concerning the Peanut Butter 
Topping, Sonic Item #68585. I have reviewed all peanut butter topping inventory 
in my drive>in. i am confirming that I DO / DO NOT (Circle One) have peanut 
butter topping. I am also confirming that i have taken the appropriate action as 
outlined In the Recall Notice. The above product has been implicated in a CLASS 
i RECALL. If you DO have the product in question, please note the 14 digit UPC 
code and quantity below and discard as instructed . The UPC code should be 
on the can and the case. 

Product Code/Pack Date: Quantity; 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date; Quantity: 


(Print Name and Title) 


(Signature) (Date) 

‘PLEASE RETURN VIA FAX TO (405) 225-5987^* 
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Drivm'ln. 

PRODUCT RECALL AFFIDAVIT 

4 Digit Dtfve-ln Number; 

Drive>fn Address; 


I (Print Name) do affirm that I have read and 

understand the attached Product Recall Notice concerning the Peanut Butter 
Topping, Sonic Item #68585. I have reviewed all peanut butter topping inventory 
in my drive>in. i am confirming that I DO / DO NOT (Circle One) have peanut 
butter topping. I am also confirming that i have taken the appropriate action as 
outlined In the Recall Notice. The above product has been implicated in a CLASS 
i RECALL. If you DO have the product in question, please note the 14 digit UPC 
code and quantity below and discard as instructed . The UPC code should be 
on the can and the case. 

Product Code/Pack Date: Quantity; 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date; Quantity: 


(Print Name and Title) 


(Signature) (Date) 

‘PLEASE RETURN VIA FAX TO (405) 225-5987^* 
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Drivm'ln. 

PRODUCT RECALL AFFIDAVIT 

4 Digit Dtfve-ln Number; 

Drive4n Address; 


I (Print Name) do affirm that I have read and 

understand the attached Product Recall Notice concerning the Peanut Butter 
Topping, Sonic Item #68585. I have reviewed all peanut butter topping inventory 
in my drive4n. i am confirming that I DO / DO NOT (Circle One) have peanut 
butter topping. I am also confirming that i have taken the appropriate action as 
outlined In the Recall Notice. The above product has been implicated in a CLASS 
i RECALL. If you DO have the product in question, please note the 14 digit UPC 
code and quantity below and discard as instructed . The UPC code should be 
on the can and the case. 

Product Code/Pack Date: Quantity; 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date; Quantity: 


(Print Name and Title) 


(Signature) (Date) 

‘PLEASE RETURN VIA FAX TO (405) 225-5987^* 
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Drivm'ln. 

PRODUCT RECALL AFFIDAVIT 

4 Digit Dtfve-ln Number; 

Drive>fn Address; 


I (Print Name) do affirm that I have read and 

understand the attached Product Recall Notice concerning the Peanut Butter 
Topping, Sonic Item #68585. I have reviewed all peanut butter topping inventory 
in my drive>in. i am confirming that I DO / DO NOT (Circle One) have peanut 
butter topping. I am also confirming that i have taken the appropriate action as 
outlined In the Recall Notice. The above product has been implicated in a CLASS 
i RECALL. If you DO have the product in question, please note the 14 digit UPC 
code and quantity below and discard as instructed . The UPC code should be 
on the can and the case. 

Product Code/Pack Date: Quantity; 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date; Quantity: 


(Print Name and Title) 


(Signature) (Date) 

‘PLEASE RETURN VIA FAX TO (405) 225-5987^* 
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Drivm'ln. 

PRODUCT RECALL AFFIDAVIT 

4 Digit Dtfve-ln Number; 

Drive>fn Address; 


I (Print Name) do affirm that I have read and 

understand the attached Product Recall Notice concerning the Peanut Butter 
Topping, Sonic Item #68585. I have reviewed all peanut butter topping inventory 
in my drive>in. i am confirming that I DO / DO NOT (Circle One) have peanut 
butter topping. I am also confirming that i have taken the appropriate action as 
outlined In the Recall Notice. The above product has been implicated in a CLASS 
i RECALL. If you DO have the product in question, please note the 14 digit UPC 
code and quantity below and discard as instructed . The UPC code should be 
on the can and the case. 

Product Code/Pack Date: Quantity; 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date; Quantity: 


(Print Name and Title) 


(Signature) (Date) 

‘PLEASE RETURN VIA FAX TO (405) 225-5987^* 
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Drivm'ln. 

PRODUCT RECALL AFFIDAVIT 

4 Digit Dtfve-ln Number; 

Drive>fn Address; 


I (Print Name) do affirm that I have read and 

understand the attached Product Recall Notice concerning the Peanut Butter 
Topping, Sonic Item #68585. I have reviewed all peanut butter topping inventory 
in my drive>in. i am confirming that I DO / DO NOT (Circle One) have peanut 
butter topping. I am also confirming that i have taken the appropriate action as 
outlined In the Recall Notice. The above product has been implicated in a CLASS 
i RECALL. If you DO have the product in question, please note the 14 digit UPC 
code and quantity below and discard as instructed . The UPC code should be 
on the can and the case. 

Product Code/Pack Date: Quantity; 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date; Quantity: 


(Print Name and Title) 


(Signature) (Date) 

‘PLEASE RETURN VIA FAX TO (405) 225-5987^* 
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Drivm'ln. 

PRODUCT RECALL AFFIDAVIT 

4 Digit Dtfve-ln Number; 

Drive>fn Address; 


I (Print Name) do affirm that I have read and 

understand the attached Product Recall Notice concerning the Peanut Butter 
Topping, Sonic Item #68585. I have reviewed all peanut butter topping inventory 
in my drive>in. i am confirming that I DO / DO NOT (Circle One) have peanut 
butter topping. I am also confirming that i have taken the appropriate action as 
outlined In the Recall Notice. The above product has been implicated in a CLASS 
i RECALL. If you DO have the product in question, please note the 14 digit UPC 
code and quantity below and discard as instructed . The UPC code should be 
on the can and the case. 

Product Code/Pack Date: Quantity; 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date; Quantity: 


(Print Name and Title) 


(Signature) (Date) 

‘PLEASE RETURN VIA FAX TO (405) 225-5987^* 
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Drivm'ln. 

PRODUCT RECALL AFFIDAVIT 

4 Digit Dtfve-ln Number; 

Drive>fn Address; 


I (Print Name) do affirm that I have read and 

understand the attached Product Recall Notice concerning the Peanut Butter 
Topping, Sonic Item #68585. I have reviewed all peanut butter topping inventory 
in my drive>in. i am confirming that I DO / DO NOT (Circle One) have peanut 
butter topping. I am also confirming that i have taken the appropriate action as 
outlined In the Recall Notice. The above product has been implicated in a CLASS 
i RECALL. If you DO have the product in question, please note the 14 digit UPC 
code and quantity below and discard as instructed . The UPC code should be 
on the can and the case. 

Product Code/Pack Date: Quantity; 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date: Quantity: 

Product Code/Pack Date; Quantity: 


(Print Name and Title) 


(Signature) (Date) 

‘PLEASE RETURN VIA FAX TO (405) 225-5987^* 
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TO; Sonic Partners who sell Peanut Butter products from ConAgra Foods 

FROM; Christ! Woodworth, Director-External Communications 

DATE; 16 February 2007 

RE: Peanut Butter products recall talking points 

Attached to this memo, you will find a Food Safety Alert that Sonic has fexed to all affected 
drive-ins. Customers and media may have questions for the drive-in about Sonic’s reaction to 
the recall. 

Customer Q&A: 

Q. I heard about the peanut butter recall on TV. Should I be concerned about my fevorite 

peanut butter topping at Sonic? 

-» Although we have not had any incidents related to our peanut butter products, our 
peanut butter supplier issued a precautionary recall and we have removed impacted 
peanut butter products from the drive-in. 

-4 There is no indication at this time that our customers are or were exposed to an unsafe 
product. 

-» We can continue to sen/e menu Items with Reese's Peanut Butter Cups and 
Butterfingers. 

Q. So, when will I be able to order my favorite peanut butter shake or sundae? 

-> At this time, we aren't sure when we will receive new peanut butter topping. As soon as 
we have It, we'll be ready to serve your favortte peanut butter menu items. 


Media Protocol - Direct All Media Inquiries to Christi Woodworth, 405.627.1260 



Do 

Don't 

1 

Do buy time. 

Tell the media it is company policy to refer all media 
Inquires to Sonic's corporate headquarters, and that a 
company spokesperson will call them back. 

Don't allow photographers or 
reporters insids the drive-ln. 

You can't tell what the camera lens 

Is seeing. 

2 

Do Interview the reporter. 

Ask the reporter the fpllowlng questions so ttiat you will 
have information that Sonic's Corporate Communications 
Department will need In order to assist you; 

• What Is your name and the name of the media 
organttation you represent? 

• What Is your telephone number? 

• What questions do you have? 

• What Is your deadline? 

Don't say "No comment" because this 
Implies guilt 

Instead, say, "A company 
spokesperson will call you back. May 1 
please have your contact informatton? 

3 

Do call Sonic's Communications Department at 

(800) 569-6666, ext 5602 or ext 6604 or by pager at {STt) 

221-4552. 

Report all media inquiries (positive or negative) to Sonic’s 
Communications department PRIOR to allowing the media 
to interview or photograph anyone or anything at the 
drivB-ln. Communications will help you determine the 
best wav to manage the media ouerv. 

During a crisis, don’t allow 
reporters or photographers on the 
drlve-ln lot They can flim from 
across the street if they wish. 
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TO; Sonic Partners who sell Peanut Butter products from ConAgra Foods 

FROM; Christ! Woodworth, Director-External Communications 

DATE; 16 February 2007 

RE: Peanut Butter products recall talking points 

Attached to this memo, you will find a Food Safety Alert that Sonic has fexed to all affected 
drive-ins. Customers and media may have questions for the drive-in about Sonic’s reaction to 
the recall. 

Customer Q&A: 

Q. I heard about the peanut butter recall on TV. Should I be concerned about my fevorite 

peanut butter topping at Sonic? 

-» Although we have not had any incidents related to our peanut butter products, our 
peanut butter supplier issued a precautionary recall and we have removed impacted 
peanut butter products from the drive-in. 

-4 There is no indication at this time that our customers are or were exposed to an unsafe 
product. 

-» We can continue to sen/e menu Items with Reese's Peanut Butter Cups and 
Butterfingers. 

Q. So, when will I be able to order my favorite peanut butter shake or sundae? 

-> At this time, we aren't sure when we will receive new peanut butter topping. As soon as 
we have It, we'll be ready to serve your favortte peanut butter menu items. 


Media Protocol - Direct All Media Inquiries to Christi Woodworth, 405.627.1260 



Do 

Don't 

1 

Do buy time. 

Tell the media it is company policy to refer all media 
Inquires to Sonic's corporate headquarters, and that a 
company spokesperson will call them back. 

Don't allow photographers or 
reporters insids the drive-ln. 

You can't tell what the camera lens 

Is seeing. 

2 

Do Interview the reporter. 

Ask the reporter the fpllowlng questions so ttiat you will 
have information that Sonic's Corporate Communications 
Department will need In order to assist you; 

• What Is your name and the name of the media 
organttation you represent? 

• What Is your telephone number? 

• What questions do you have? 

• What Is your deadline? 

Don't say "No comment" because this 
Implies guilt 

Instead, say, "A company 
spokesperson will call you back. May 1 
please have your contact informatton? 

3 

Do call Sonic's Communications Department at 

(800) 569-6666, ext 5602 or ext 6604 or by pager at {STt) 

221-4552. 

Report all media inquiries (positive or negative) to Sonic’s 
Communications department PRIOR to allowing the media 
to interview or photograph anyone or anything at the 
drivB-ln. Communications will help you determine the 
best wav to manage the media ouerv. 

During a crisis, don’t allow 
reporters or photographers on the 
drlve-ln lot They can flim from 
across the street if they wish. 
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TO; Sonic Partners who sell Peanut Butter products from ConAgra Foods 

FROM; Christ! Woodworth, Director-External Communications 

DATE; 16 February 2007 

RE: Peanut Butter products recall talking points 

Attached to this memo, you will find a Food Safety Alert that Sonic has fexed to all affected 
drive-ins. Customers and media may have questions for the drive-in about Sonic’s reaction to 
the recall. 

Customer Q&A: 

Q. I heard about the peanut butter recall on TV. Should I be concerned about my fevorite 

peanut butter topping at Sonic? 

-» Although we have not had any incidents related to our peanut butter products, our 
peanut butter supplier issued a precautionary recall and we have removed impacted 
peanut butter products from the drive-in. 

-4 There is no indication at this time that our customers are or were exposed to an unsafe 
product. 

-» We can continue to sen/e menu Items with Reese's Peanut Butter Cups and 
Butterfingers. 

Q. So, when will I be able to order my favorite peanut butter shake or sundae? 

-> At this time, we aren't sure when we will receive new peanut butter topping. As soon as 
we have It, we'll be ready to serve your favortte peanut butter menu items. 


Media Protocol - Direct All Media Inquiries to Christi Woodworth, 405.627.1260 



Do 

Don't 

1 

Do buy time. 

Tell the media it is company policy to refer all media 
Inquires to Sonic's corporate headquarters, and that a 
company spokesperson will call them back. 

Don't allow photographers or 
reporters insids the drive-ln. 

You can't tell what the camera lens 

Is seeing. 

2 

Do Interview the reporter. 

Ask the reporter the fpllowlng questions so ttiat you will 
have information that Sonic's Corporate Communications 
Department will need In order to assist you; 

• What Is your name and the name of the media 
organttation you represent? 

• What Is your telephone number? 

• What questions do you have? 

• What Is your deadline? 

Don't say "No comment" because this 
Implies guilt 

Instead, say, "A company 
spokesperson will call you back. May 1 
please have your contact informatton? 

3 

Do call Sonic's Communications Department at 

(800) 569-6666, ext 5602 or ext 6604 or by pager at {STt) 

221-4552. 

Report all media inquiries (positive or negative) to Sonic’s 
Communications department PRIOR to allowing the media 
to interview or photograph anyone or anything at the 
drivB-ln. Communications will help you determine the 
best wav to manage the media ouerv. 

During a crisis, don’t allow 
reporters or photographers on the 
drlve-ln lot They can flim from 
across the street if they wish. 
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TO; Sonic Partners who sell Peanut Butter products from ConAgra Foods 

FROM; Christ! Woodworth, Director-External Communications 

DATE; 16 February 2007 

RE: Peanut Butter products recall talking points 

Attached to this memo, you will find a Food Safety Alert that Sonic has fexed to all affected 
drive-ins. Customers and media may have questions for the drive-in about Sonic’s reaction to 
the recall. 

Customer Q&A: 

Q. I heard about the peanut butter recall on TV. Should I be concerned about my fevorite 

peanut butter topping at Sonic? 

-» Although we have not had any incidents related to our peanut butter products, our 
peanut butter supplier issued a precautionary recall and we have removed impacted 
peanut butter products from the drive-in. 

-4 There is no indication at this time that our customers are or were exposed to an unsafe 
product. 

-» We can continue to sen/e menu Items with Reese's Peanut Butter Cups and 
Butterfingers. 

Q. So, when will I be able to order my favorite peanut butter shake or sundae? 

-> At this time, we aren't sure when we will receive new peanut butter topping. As soon as 
we have It, we'll be ready to serve your favortte peanut butter menu items. 


Media Protocol - Direct All Media Inquiries to Christi Woodworth, 405.627.1260 



Do 

Don't 

1 

Do buy time. 

Tell the media it is company policy to refer all media 
Inquires to Sonic's corporate headquarters, and that a 
company spokesperson will call them back. 

Don't allow photographers or 
reporters insids the drive-ln. 

You can't tell what the camera lens 

Is seeing. 

2 

Do Interview the reporter. 

Ask the reporter the fpllowlng questions so ttiat you will 
have information that Sonic's Corporate Communications 
Department will need In order to assist you; 

• What Is your name and the name of the media 
organttation you represent? 

• What Is your telephone number? 

• What questions do you have? 

• What Is your deadline? 

Don't say "No comment" because this 
Implies guilt 

Instead, say, "A company 
spokesperson will call you back. May 1 
please have your contact informatton? 

3 

Do call Sonic's Communications Department at 

(800) 569-6666, ext 5602 or ext 6604 or by pager at {STt) 

221-4552. 

Report all media inquiries (positive or negative) to Sonic’s 
Communications department PRIOR to allowing the media 
to interview or photograph anyone or anything at the 
drivB-ln. Communications will help you determine the 
best wav to manage the media ouerv. 

During a crisis, don’t allow 
reporters or photographers on the 
drlve-ln lot They can flim from 
across the street if they wish. 
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TO; Sonic Partners who sell Peanut Butter products from ConAgra Foods 

FROM; Christ! Woodworth, Director-External Communications 

DATE; 16 February 2007 

RE: Peanut Butter products recall talking points 

Attached to this memo, you will find a Food Safety Alert that Sonic has fexed to all affected 
drive-ins. Customers and media may have questions for the drive-in about Sonic’s reaction to 
the recall. 

Customer Q&A: 

Q. I heard about the peanut butter recall on TV. Should I be concerned about my fevorite 

peanut butter topping at Sonic? 

-» Although we have not had any incidents related to our peanut butter products, our 
peanut butter supplier issued a precautionary recall and we have removed impacted 
peanut butter products from the drive-in. 

-4 There is no indication at this time that our customers are or were exposed to an unsafe 
product. 

-» We can continue to sen/e menu Items with Reese's Peanut Butter Cups and 
Butterfingers. 

Q. So, when will I be able to order my favorite peanut butter shake or sundae? 

-> At this time, we aren't sure when we will receive new peanut butter topping. As soon as 
we have It, we'll be ready to serve your favortte peanut butter menu items. 


Media Protocol - Direct All Media Inquiries to Christi Woodworth, 405.627.1260 



Do 

Don't 

1 

Do buy time. 

Tell the media it is company policy to refer all media 
Inquires to Sonic's corporate headquarters, and that a 
company spokesperson will call them back. 

Don't allow photographers or 
reporters insids the drive-ln. 

You can't tell what the camera lens 

Is seeing. 

2 

Do Interview the reporter. 

Ask the reporter the fpllowlng questions so ttiat you will 
have information that Sonic's Corporate Communications 
Department will need In order to assist you; 

• What Is your name and the name of the media 
organttation you represent? 

• What Is your telephone number? 

• What questions do you have? 

• What Is your deadline? 

Don't say "No comment" because this 
Implies guilt 

Instead, say, "A company 
spokesperson will call you back. May 1 
please have your contact informatton? 

3 

Do call Sonic's Communications Department at 

(800) 569-6666, ext 5602 or ext 6604 or by pager at {STt) 

221-4552. 

Report all media inquiries (positive or negative) to Sonic’s 
Communications department PRIOR to allowing the media 
to interview or photograph anyone or anything at the 
drivB-ln. Communications will help you determine the 
best wav to manage the media ouerv. 

During a crisis, don’t allow 
reporters or photographers on the 
drlve-ln lot They can flim from 
across the street if they wish. 
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TO; Sonic Partners who sell Peanut Butter products from ConAgra Foods 

FROM; Christ! Woodworth, Director-External Communications 

DATE; 16 February 2007 

RE: Peanut Butter products recall talking points 
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TO; Sonic Partners who sell Peanut Butter products from ConAgra Foods 

FROM; Christ! Woodworth, Director-External Communications 

DATE; 16 February 2007 

RE: Peanut Butter products recall talking points 

Attached to this memo, you will find a Food Safety Alert that Sonic has fexed to all affected 
drive-ins. Customers and media may have questions for the drive-in about Sonic’s reaction to 
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TO; Sonic Partners who sell Peanut Butter products from ConAgra Foods 

FROM; Christ! Woodworth, Director-External Communications 

DATE; 16 February 2007 

RE: Peanut Butter products recall talking points 

Attached to this memo, you will find a Food Safety Alert that Sonic has fexed to all affected 
drive-ins. Customers and media may have questions for the drive-in about Sonic’s reaction to 
the recall. 
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TO; Sonic Partners who sell Peanut Butter products from ConAgra Foods 

FROM; Christ! Woodworth, Director-External Communications 

DATE; 16 February 2007 

RE: Peanut Butter products recall talking points 

Attached to this memo, you will find a Food Safety Alert that Sonic has fexed to all affected 
drive-ins. Customers and media may have questions for the drive-in about Sonic’s reaction to 
the recall. 
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TO; Sonic Partners who sell Peanut Butter products from ConAgra Foods 

FROM; Christ! Woodworth, Director-External Communications 

DATE; 16 February 2007 

RE: Peanut Butter products recall talking points 

Attached to this memo, you will find a Food Safety Alert that Sonic has fexed to all affected 
drive-ins. Customers and media may have questions for the drive-in about Sonic’s reaction to 
the recall. 

Customer Q&A: 

Q. I heard about the peanut butter recall on TV. Should I be concerned about my fevorite 

peanut butter topping at Sonic? 

-» Although we have not had any incidents related to our peanut butter products, our 
peanut butter supplier issued a precautionary recall and we have removed impacted 
peanut butter products from the drive-in. 

-4 There is no indication at this time that our customers are or were exposed to an unsafe 
product. 

-» We can continue to sen/e menu Items with Reese's Peanut Butter Cups and 
Butterfingers. 

Q. So, when will I be able to order my favorite peanut butter shake or sundae? 

-> At this time, we aren't sure when we will receive new peanut butter topping. As soon as 
we have It, we'll be ready to serve your favortte peanut butter menu items. 


Media Protocol - Direct All Media Inquiries to Christi Woodworth, 405.627.1260 
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have information that Sonic's Corporate Communications 
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• What Is your name and the name of the media 
organttation you represent? 

• What Is your telephone number? 

• What questions do you have? 

• What Is your deadline? 

Don't say "No comment" because this 
Implies guilt 

Instead, say, "A company 
spokesperson will call you back. May 1 
please have your contact informatton? 
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Do call Sonic's Communications Department at 

(800) 569-6666, ext 5602 or ext 6604 or by pager at {STt) 

221-4552. 

Report all media inquiries (positive or negative) to Sonic’s 
Communications department PRIOR to allowing the media 
to interview or photograph anyone or anything at the 
drivB-ln. Communications will help you determine the 
best wav to manage the media ouerv. 
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750 




751 




752 





753 




754 





755 




756 





757 




758 




759 




February 16,2007 


To: Carvel Franchisees 

From: Cary Bales 
President 

Re : ConAgra Foods -- Peanut Butter Voluntary Class Recall 


The Con Acra/Peter Pan Peanut Batter SUaatioB: 

ConAgra Foods and the Food & Drug Administration (FDA) are alerting the public that ConAgra*s Peter 
Pan Peanut Butter products may be linked to the food borne illness salmonella. Although the peanut 
butter products used by Carvel are j2p| produced in the affected Sylvester, GA plant (they are produced in 
the Humboldt, TN plant), ConAgra Foods is voluntarily recalling all varieties of Peter Pan Peanut Butter. 
Eictensive product testing has not shown anv salmonella, however ConAgra Foods is taking this 
precautionary measure because consumer health is their number one priority. 

How does thli affect Carvel? 

Carvel utilizes ConAgra’s Peanut Butter Fudve Topoinff. Item #420. 

What do 1 do if I have this Peanut Batter Fudge ToDolpg in mv store? 

Ifyou cunently have this Peanut Butter Fudge Topping in your store, please remove it from your shelves, 
fin out the attached **CertificBte of Destruction” form to send to your distributor to receive credit, and then 
destroy the product You will receive credit for the full amount of the purchase price of the Peanut Butter 
Fudge Topping product that you destroyed. 

What about my finished Ice cream flavors and products that contain Peanut Butter Fudge 
Topomes? 

If you currently have finished ice cream flavors in your dipping cabinet that contain Peanut Butter Fudge 
Topping, including the flavors Chocolate Peanut Butter, Peanut Butter Treasure, or Peanut Butter & Jelly 
(along with any other flavors that you personally created using Peanut Butter Fudge Topping), please 
immediately remove and destroy them. Also, please discontinue making the Reese’s Peanut Butter 
Sundae Dasher until this issue has been resolved. 

Can I produce the flavors and products listed above usfpg a different brand of Peanut Butter Fudge 
Topping? 

There are currently no substitutes in our distribution astern for Peanut Butter Fudge Topping, so you will 
not be able to produce and sell these flavors.until further notice. 

What abont the neaitnt bntter related toppings on mv toppings bar? 

Other peanut buttM* related products in our stores ~ Ground Reese’s Peanut Butter Cups (Item #567), 
Peanut Buttn Cups (Item #5&S), and Reese’s Pieces (It^ #546) - are not afTected by this voluntary 
recall, and are safe for continued use. 

What do I tell mv customers if they ask if Carvel has been affected bv the Peanat Butter recall? 
Carvel's Peanut Butter Fudge Topping is produced by ConAgra Foods, who has issued a voluntary recall 
for this fwanut butter based product Please note, however that CarvePs Peanut Butter Futhe Topoine 
wai not prodwed in the same manufaeturtm plam that e xvtrienced t he salmonella outbreak. Asa 
precautionary measure only, ConAgra Foods and Carvel have removed the Peanut Butter Fudge Topping 
product from our stores until ConAgra Foods and the FDA has deemed it safe. 
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What about my finished Ice cream flavors and products that contain Peanut Butter Fudge 
Topomes? 

If you currently have finished ice cream flavors in your dipping cabinet that contain Peanut Butter Fudge 
Topping, including the flavors Chocolate Peanut Butter, Peanut Butter Treasure, or Peanut Butter & Jelly 
(along with any other flavors that you personally created using Peanut Butter Fudge Topping), please 
immediately remove and destroy them. Also, please discontinue making the Reese’s Peanut Butter 
Sundae Dasher until this issue has been resolved. 

Can I produce the flavors and products listed above usfpg a different brand of Peanut Butter Fudge 
Topping? 
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recall, and are safe for continued use. 

What do I tell mv customers if they ask if Carvel has been affected bv the Peanat Butter recall? 
Carvel's Peanut Butter Fudge Topping is produced by ConAgra Foods, who has issued a voluntary recall 
for this fwanut butter based product Please note, however that CarvePs Peanut Butter Futhe Topoine 
wai not prodwed in the same manufaeturtm plam that e xvtrienced t he salmonella outbreak. Asa 
precautionary measure only, ConAgra Foods and Carvel have removed the Peanut Butter Fudge Topping 
product from our stores until ConAgra Foods and the FDA has deemed it safe. 
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What do I tell » customer who has addlttonal autstfom or oueatloBg that I cannot answer? 

Please direct any additional customer questions to ConAgra Foods at 1-866-344-6970, where food 
production experts are available to answer their specific questions. 

What if 1 have additfonal naestions regardlae this volBBtarv product recall? 

If you have any additional questions, please contact your Franchise Consultant, Director of Purchasing 
and Distribution Martin FoUc fmfolktaifocusbrands.com / 404-705-2057), or Director of Quality 
Assurance Juan Carlos Banderas fibanderas@focusbrands.com / 770-452-9227). 

We will continue to monitor the ConAgra Foods Peanut Butter recall, and will communicate any 
information as needed to protect tiie integii^ of the Carvel brand. If you have any questions, please don’t 
hesitate to call tiie franchisee hotline at 1-877-UCARVEL. 
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** Please Post In Stores or Share with Customers As Needed ** 

February 16, 2007 
Dear Carvel Franchisees: 

ConAgra Foods and the Food & Drug Administration (FDA) are alerting the public that 
ConAgra Foods’ Peter Pan Peanut Butter products may be linked to the food borne illness 
salmonella. 

Although the peanut butter products used by Carvel are ost produced in the affected Sylvester, 
GA plant (they are produced in the Humboldt, TN plant), ConAgra Foods is voluntarily recalluig 
all varieties of peanut butter. Extensive product testing has not shown any stdtnonella. however 
ConAgra Foods is taking this precautionary measure because consumer health is their number 
one priority. 

Until fiirther notice. Carvel has removed our Peanut Butter Fudge Topping and all products made 
with this ingredient fiom our stores, including: 

1 . Chocolate Peanut Butter hand dipped flavor 

2. Peanut Butter Treasure hand dipped flavor 

3. Peanut Butter & Jelly hand dipped flavor 

4. Reese’s Peanut Butter Cup Sundae Dasher 

5 . Any other store-specific hand dipped or soft serve flavor 

All other Carvel peanut butter related products are not affected by this voluntary recall, and are 
safe for continued use, including: 

1 . Ground Reese’s Peanut Butter Cups 

2. Reese’s Mini-Peanut Butter Cups 

3. Reese’s Pieces 

If you have any additional questions regarding the ConAgra foods voluntary recall, please 
contact them directly at 866-344-6970 where food production experts are available to answer any 
questions. 

Thanks for your patronage, 

Gary Bales 
President of Carvel 
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1 . Chocolate Peanut Butter hand dipped flavor 

2. Peanut Butter Treasure hand dipped flavor 

3. Peanut Butter & Jelly hand dipped flavor 

4. Reese’s Peanut Butter Cup Sundae Dasher 

5 . Any other store-specific hand dipped or soft serve flavor 

All other Carvel peanut butter related products are not affected by this voluntary recall, and are 
safe for continued use, including: 

1 . Ground Reese’s Peanut Butter Cups 

2. Reese’s Mini-Peanut Butter Cups 

3. Reese’s Pieces 

If you have any additional questions regarding the ConAgra foods voluntary recall, please 
contact them directly at 866-344-6970 where food production experts are available to answer any 
questions. 

Thanks for your patronage, 

Gary Bales 
President of Carvel 
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** Please Post In Stores or Share with Customers As Needed ** 

February 16, 2007 
Dear Carvel Franchisees: 

ConAgra Foods and the Food & Drug Administration (FDA) are alerting the public that 
ConAgra Foods’ Peter Pan Peanut Butter products may be linked to the food borne illness 
salmonella. 

Although the peanut butter products used by Carvel are ost produced in the affected Sylvester, 
GA plant (they are produced in the Humboldt, TN plant), ConAgra Foods is voluntarily recalluig 
all varieties of peanut butter. Extensive product testing has not shown any stdtnonella. however 
ConAgra Foods is taking this precautionary measure because consumer health is their number 
one priority. 

Until fiirther notice. Carvel has removed our Peanut Butter Fudge Topping and all products made 
with this ingredient fiom our stores, including: 

1 . Chocolate Peanut Butter hand dipped flavor 

2. Peanut Butter Treasure hand dipped flavor 

3. Peanut Butter & Jelly hand dipped flavor 

4. Reese’s Peanut Butter Cup Sundae Dasher 

5 . Any other store-specific hand dipped or soft serve flavor 

All other Carvel peanut butter related products are not affected by this voluntary recall, and are 
safe for continued use, including: 

1 . Ground Reese’s Peanut Butter Cups 

2. Reese’s Mini-Peanut Butter Cups 

3. Reese’s Pieces 

If you have any additional questions regarding the ConAgra foods voluntary recall, please 
contact them directly at 866-344-6970 where food production experts are available to answer any 
questions. 

Thanks for your patronage, 

Gary Bales 
President of Carvel 
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** Please Post In Stores or Share with Customers As Needed ** 

February 16, 2007 
Dear Carvel Franchisees: 

ConAgra Foods and the Food & Drug Administration (FDA) are alerting the public that 
ConAgra Foods’ Peter Pan Peanut Butter products may be linked to the food borne illness 
salmonella. 

Although the peanut butter products used by Carvel are ost produced in the affected Sylvester, 
GA plant (they are produced in the Humboldt, TN plant), ConAgra Foods is voluntarily recalluig 
all varieties of peanut butter. Extensive product testing has not shown any stdtnonella. however 
ConAgra Foods is taking this precautionary measure because consumer health is their number 
one priority. 

Until fiirther notice. Carvel has removed our Peanut Butter Fudge Topping and all products made 
with this ingredient fiom our stores, including: 

1 . Chocolate Peanut Butter hand dipped flavor 

2. Peanut Butter Treasure hand dipped flavor 

3. Peanut Butter & Jelly hand dipped flavor 

4. Reese’s Peanut Butter Cup Sundae Dasher 

5 . Any other store-specific hand dipped or soft serve flavor 

All other Carvel peanut butter related products are not affected by this voluntary recall, and are 
safe for continued use, including: 

1 . Ground Reese’s Peanut Butter Cups 

2. Reese’s Mini-Peanut Butter Cups 

3. Reese’s Pieces 

If you have any additional questions regarding the ConAgra foods voluntary recall, please 
contact them directly at 866-344-6970 where food production experts are available to answer any 
questions. 

Thanks for your patronage, 

Gary Bales 
President of Carvel 
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** Please Post In Stores or Share with Customers As Needed ** 

February 16, 2007 
Dear Carvel Franchisees: 

ConAgra Foods and the Food & Drug Administration (FDA) are alerting the public that 
ConAgra Foods’ Peter Pan Peanut Butter products may be linked to the food borne illness 
salmonella. 

Although the peanut butter products used by Carvel are ost produced in the affected Sylvester, 
GA plant (they are produced in the Humboldt, TN plant), ConAgra Foods is voluntarily recalluig 
all varieties of peanut butter. Extensive product testing has not shown any stdtnonella. however 
ConAgra Foods is taking this precautionary measure because consumer health is their number 
one priority. 

Until fiirther notice. Carvel has removed our Peanut Butter Fudge Topping and all products made 
with this ingredient fiom our stores, including: 

1 . Chocolate Peanut Butter hand dipped flavor 

2. Peanut Butter Treasure hand dipped flavor 

3. Peanut Butter & Jelly hand dipped flavor 

4. Reese’s Peanut Butter Cup Sundae Dasher 

5 . Any other store-specific hand dipped or soft serve flavor 

All other Carvel peanut butter related products are not affected by this voluntary recall, and are 
safe for continued use, including: 

1 . Ground Reese’s Peanut Butter Cups 

2. Reese’s Mini-Peanut Butter Cups 

3. Reese’s Pieces 

If you have any additional questions regarding the ConAgra foods voluntary recall, please 
contact them directly at 866-344-6970 where food production experts are available to answer any 
questions. 

Thanks for your patronage, 

Gary Bales 
President of Carvel 
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** Please Post In Stores or Share with Customers As Needed ** 

February 16, 2007 
Dear Carvel Franchisees: 

ConAgra Foods and the Food & Drug Administration (FDA) are alerting the public that 
ConAgra Foods’ Peter Pan Peanut Butter products may be linked to the food borne illness 
salmonella. 

Although the peanut butter products used by Carvel are ost produced in the affected Sylvester, 
GA plant (they are produced in the Humboldt, TN plant), ConAgra Foods is voluntarily recalluig 
all varieties of peanut butter. Extensive product testing has not shown any stdtnonella. however 
ConAgra Foods is taking this precautionary measure because consumer health is their number 
one priority. 

Until fiirther notice. Carvel has removed our Peanut Butter Fudge Topping and all products made 
with this ingredient fiom our stores, including: 

1 . Chocolate Peanut Butter hand dipped flavor 

2. Peanut Butter Treasure hand dipped flavor 

3. Peanut Butter & Jelly hand dipped flavor 

4. Reese’s Peanut Butter Cup Sundae Dasher 

5 . Any other store-specific hand dipped or soft serve flavor 

All other Carvel peanut butter related products are not affected by this voluntary recall, and are 
safe for continued use, including: 

1 . Ground Reese’s Peanut Butter Cups 

2. Reese’s Mini-Peanut Butter Cups 

3. Reese’s Pieces 

If you have any additional questions regarding the ConAgra foods voluntary recall, please 
contact them directly at 866-344-6970 where food production experts are available to answer any 
questions. 

Thanks for your patronage, 

Gary Bales 
President of Carvel 



787 



** Please Post In Stores or Share with Customers As Needed ** 

February 16, 2007 
Dear Carvel Franchisees: 

ConAgra Foods and the Food & Drug Administration (FDA) are alerting the public that 
ConAgra Foods’ Peter Pan Peanut Butter products may be linked to the food borne illness 
salmonella. 

Although the peanut butter products used by Carvel are ost produced in the affected Sylvester, 
GA plant (they are produced in the Humboldt, TN plant), ConAgra Foods is voluntarily recalluig 
all varieties of peanut butter. Extensive product testing has not shown any stdtnonella. however 
ConAgra Foods is taking this precautionary measure because consumer health is their number 
one priority. 

Until fiirther notice. Carvel has removed our Peanut Butter Fudge Topping and all products made 
with this ingredient fiom our stores, including: 

1 . Chocolate Peanut Butter hand dipped flavor 

2. Peanut Butter Treasure hand dipped flavor 

3. Peanut Butter & Jelly hand dipped flavor 

4. Reese’s Peanut Butter Cup Sundae Dasher 

5 . Any other store-specific hand dipped or soft serve flavor 

All other Carvel peanut butter related products are not affected by this voluntary recall, and are 
safe for continued use, including: 

1 . Ground Reese’s Peanut Butter Cups 

2. Reese’s Mini-Peanut Butter Cups 

3. Reese’s Pieces 

If you have any additional questions regarding the ConAgra foods voluntary recall, please 
contact them directly at 866-344-6970 where food production experts are available to answer any 
questions. 

Thanks for your patronage, 

Gary Bales 
President of Carvel 
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** Please Post In Stores or Share with Customers As Needed ** 

February 16, 2007 
Dear Carvel Franchisees: 

ConAgra Foods and the Food & Drug Administration (FDA) are alerting the public that 
ConAgra Foods’ Peter Pan Peanut Butter products may be linked to the food borne illness 
salmonella. 

Although the peanut butter products used by Carvel are ost produced in the affected Sylvester, 
GA plant (they are produced in the Humboldt, TN plant), ConAgra Foods is voluntarily recalluig 
all varieties of peanut butter. Extensive product testing has not shown any stdtnonella. however 
ConAgra Foods is taking this precautionary measure because consumer health is their number 
one priority. 

Until fiirther notice. Carvel has removed our Peanut Butter Fudge Topping and all products made 
with this ingredient fiom our stores, including: 

1 . Chocolate Peanut Butter hand dipped flavor 

2. Peanut Butter Treasure hand dipped flavor 

3. Peanut Butter & Jelly hand dipped flavor 

4. Reese’s Peanut Butter Cup Sundae Dasher 

5 . Any other store-specific hand dipped or soft serve flavor 

All other Carvel peanut butter related products are not affected by this voluntary recall, and are 
safe for continued use, including: 

1 . Ground Reese’s Peanut Butter Cups 

2. Reese’s Mini-Peanut Butter Cups 

3. Reese’s Pieces 

If you have any additional questions regarding the ConAgra foods voluntary recall, please 
contact them directly at 866-344-6970 where food production experts are available to answer any 
questions. 

Thanks for your patronage, 

Gary Bales 
President of Carvel 
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** Please Post In Stores or Share with Customers As Needed ** 

February 16, 2007 
Dear Carvel Franchisees: 

ConAgra Foods and the Food & Drug Administration (FDA) are alerting the public that 
ConAgra Foods’ Peter Pan Peanut Butter products may be linked to the food borne illness 
salmonella. 

Although the peanut butter products used by Carvel are ost produced in the affected Sylvester, 
GA plant (they are produced in the Humboldt, TN plant), ConAgra Foods is voluntarily recalluig 
all varieties of peanut butter. Extensive product testing has not shown any stdtnonella. however 
ConAgra Foods is taking this precautionary measure because consumer health is their number 
one priority. 

Until fiirther notice. Carvel has removed our Peanut Butter Fudge Topping and all products made 
with this ingredient fiom our stores, including: 

1 . Chocolate Peanut Butter hand dipped flavor 

2. Peanut Butter Treasure hand dipped flavor 

3. Peanut Butter & Jelly hand dipped flavor 

4. Reese’s Peanut Butter Cup Sundae Dasher 

5 . Any other store-specific hand dipped or soft serve flavor 

All other Carvel peanut butter related products are not affected by this voluntary recall, and are 
safe for continued use, including: 

1 . Ground Reese’s Peanut Butter Cups 

2. Reese’s Mini-Peanut Butter Cups 

3. Reese’s Pieces 

If you have any additional questions regarding the ConAgra foods voluntary recall, please 
contact them directly at 866-344-6970 where food production experts are available to answer any 
questions. 

Thanks for your patronage, 

Gary Bales 
President of Carvel 



790 


Kood and Drug \dmini5trati0B Estoblubment Inspectiun Repiirt 

^ Assigned: 0 1/1 872005 Inspection Start Date: 02/23/2005 inspection End Date: 02/24/2005 

em Name & Address: ConAgra Grocery Products , 101 S Seabrook. Dr , P.O. Boa 585 Sylvester, GA 31791-0585 US 
I Firm Mailing Address: 101 SSeabrookDr/Pob585,Sylve^,GA3I791 UnitedStates 


FEI: 1038538 JD/TA; 26 County; WORTH Est Size: 50,000,000 - and over 

Phone; (229)776-8811 District: ATL-DO Profiled; No 

Conveyance Type: % Interstate: Inspectional Responsibility: 


Endorsement 

Previous inspection of this peanut butler manufacturer was 8/3/2000 and was a follow-up to collect an additional mycotoxin sample 
from a lot of peanut butter in which SRL reported finding 4 ppb aflatoxin B! in an initial surveillance sample. Inspection found ^e lot 
in question had been shipped and management cited corporate policy in refiismg to allow review of production and .shipping records. 

The current inspection was conducted in response to several complaints including most recently, number 29L34, an anonymous 
complaint alleging poor saniGaton, poor facilities maintenance, and poor quality program management. Specifics in that complaint 
include an alleged episode of positive findings of Salmonella in peanut butter in October of 2004 that was related to new equipment & 
that (he frnn didn’t react to, insects in some equipment, water leaking onto product, St inabilify to track, some product. 

During this El, local management acknowledged that an amount of product was placed on a "micro" hold in October of 2004 and was 
destroyed. Management refused to provide details to include the exact cause of the hold and the ^pe/amount of product involved. 
Management did report that each day's production is tested for Salmonella and for coliforms, and allowed review of testing results for 
2 specific dates in October of 2004 when new votators, or heat exchangers were installed in the peanut butter manufacturing line. 

InspKtion did not disclose any leaking water lines or overhead condensation, etc. leaking into any exposed product, either on 
packaging lines or in the raw and roasted peanut handling areas. The latter areas including product elevators and elevator boots, bins 
' nme of which are open at the top), aspiration lines, foreign material chutes, (continued in Inspection Summary) 

c.iass: NAl 

F/U: Routine 

Disl: 

0: ATL-File 
C: Tifton-RP 
C: Complaint Coord/PS 
C: CB/FMD-145 


Endorsement Location: FACTS 

Inspector Name Date & Time of Signature Supervisor Name 

Jackie M Douglas 03/11/2005 03:31 PM ET Andrew B Bevill 


Date & Time of Signature 

03/17/2005 03:45 PM ET 




Jate: 04/23/2007 


Page: 1 of 5 
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Kood and Drug \dmini5trati0B Estoblubment Inspectiun Repiirt 

^ Assigned: 0 1/1 872005 Inspection Start Date: 02/23/2005 inspection End Date: 02/24/2005 

em Name & Address: ConAgra Grocery Products , 101 S Seabrook. Dr , P.O. Boa 585 Sylvester, GA 31791-0585 US 
I Firm Mailing Address: 101 SSeabrookDr/Pob585,Sylve^,GA3I791 UnitedStates 


FEI: 1038538 JD/TA; 26 County; WORTH Est Size: 50,000,000 - and over 

Phone; (229)776-8811 District: ATL-DO Profiled; No 

Conveyance Type: % Interstate: Inspectional Responsibility: 


Endorsement 

Previous inspection of this peanut butler manufacturer was 8/3/2000 and was a follow-up to collect an additional mycotoxin sample 
from a lot of peanut butter in which SRL reported finding 4 ppb aflatoxin B! in an initial surveillance sample. Inspection found ^e lot 
in question had been shipped and management cited corporate policy in refiismg to allow review of production and .shipping records. 

The current inspection was conducted in response to several complaints including most recently, number 29L34, an anonymous 
complaint alleging poor saniGaton, poor facilities maintenance, and poor quality program management. Specifics in that complaint 
include an alleged episode of positive findings of Salmonella in peanut butter in October of 2004 that was related to new equipment & 
that (he frnn didn’t react to, insects in some equipment, water leaking onto product, St inabilify to track, some product. 

During this El, local management acknowledged that an amount of product was placed on a "micro" hold in October of 2004 and was 
destroyed. Management refused to provide details to include the exact cause of the hold and the ^pe/amount of product involved. 
Management did report that each day's production is tested for Salmonella and for coliforms, and allowed review of testing results for 
2 specific dates in October of 2004 when new votators, or heat exchangers were installed in the peanut butter manufacturing line. 

InspKtion did not disclose any leaking water lines or overhead condensation, etc. leaking into any exposed product, either on 
packaging lines or in the raw and roasted peanut handling areas. The latter areas including product elevators and elevator boots, bins 
' nme of which are open at the top), aspiration lines, foreign material chutes, (continued in Inspection Summary) 

c.iass: NAl 

F/U: Routine 

Disl: 

0: ATL-File 
C: Tifton-RP 
C: Complaint Coord/PS 
C: CB/FMD-145 


Endorsement Location: FACTS 

Inspector Name Date & Time of Signature Supervisor Name 

Jackie M Douglas 03/11/2005 03:31 PM ET Andrew B Bevill 


Date & Time of Signature 

03/17/2005 03:45 PM ET 




Jate: 04/23/2007 


Page: 1 of 5 
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Kood and Drug \dmini5trati0B Estoblubment Inspectiun Repiirt 

^ Assigned: 0 1/1 872005 Inspection Start Date: 02/23/2005 inspection End Date: 02/24/2005 

em Name & Address: ConAgra Grocery Products , 101 S Seabrook. Dr , P.O. Boa 585 Sylvester, GA 31791-0585 US 
I Firm Mailing Address: 101 SSeabrookDr/Pob585,Sylve^,GA3I791 UnitedStates 


FEI: 1038538 JD/TA; 26 County; WORTH Est Size: 50,000,000 - and over 

Phone; (229)776-8811 District: ATL-DO Profiled; No 

Conveyance Type: % Interstate: Inspectional Responsibility: 


Endorsement 

Previous inspection of this peanut butler manufacturer was 8/3/2000 and was a follow-up to collect an additional mycotoxin sample 
from a lot of peanut butter in which SRL reported finding 4 ppb aflatoxin B! in an initial surveillance sample. Inspection found ^e lot 
in question had been shipped and management cited corporate policy in refiismg to allow review of production and .shipping records. 

The current inspection was conducted in response to several complaints including most recently, number 29L34, an anonymous 
complaint alleging poor saniGaton, poor facilities maintenance, and poor quality program management. Specifics in that complaint 
include an alleged episode of positive findings of Salmonella in peanut butter in October of 2004 that was related to new equipment & 
that (he frnn didn’t react to, insects in some equipment, water leaking onto product, St inabilify to track, some product. 

During this El, local management acknowledged that an amount of product was placed on a "micro" hold in October of 2004 and was 
destroyed. Management refused to provide details to include the exact cause of the hold and the ^pe/amount of product involved. 
Management did report that each day's production is tested for Salmonella and for coliforms, and allowed review of testing results for 
2 specific dates in October of 2004 when new votators, or heat exchangers were installed in the peanut butter manufacturing line. 

InspKtion did not disclose any leaking water lines or overhead condensation, etc. leaking into any exposed product, either on 
packaging lines or in the raw and roasted peanut handling areas. The latter areas including product elevators and elevator boots, bins 
' nme of which are open at the top), aspiration lines, foreign material chutes, (continued in Inspection Summary) 

c.iass: NAl 

F/U: Routine 

Disl: 

0: ATL-File 
C: Tifton-RP 
C: Complaint Coord/PS 
C: CB/FMD-145 


Endorsement Location: FACTS 

Inspector Name Date & Time of Signature Supervisor Name 

Jackie M Douglas 03/11/2005 03:31 PM ET Andrew B Bevill 


Date & Time of Signature 

03/17/2005 03:45 PM ET 




Jate: 04/23/2007 


Page: 1 of 5 
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Kood and Drug \dmini5trati0B Estoblubment Inspectiun Repiirt 

^ Assigned: 0 1/1 872005 Inspection Start Date: 02/23/2005 inspection End Date: 02/24/2005 

em Name & Address: ConAgra Grocery Products , 101 S Seabrook. Dr , P.O. Boa 585 Sylvester, GA 31791-0585 US 
I Firm Mailing Address: 101 SSeabrookDr/Pob585,Sylve^,GA3I791 UnitedStates 


FEI: 1038538 JD/TA; 26 County; WORTH Est Size: 50,000,000 - and over 

Phone; (229)776-8811 District: ATL-DO Profiled; No 

Conveyance Type: % Interstate: Inspectional Responsibility: 


Endorsement 

Previous inspection of this peanut butler manufacturer was 8/3/2000 and was a follow-up to collect an additional mycotoxin sample 
from a lot of peanut butter in which SRL reported finding 4 ppb aflatoxin B! in an initial surveillance sample. Inspection found ^e lot 
in question had been shipped and management cited corporate policy in refiismg to allow review of production and .shipping records. 

The current inspection was conducted in response to several complaints including most recently, number 29L34, an anonymous 
complaint alleging poor saniGaton, poor facilities maintenance, and poor quality program management. Specifics in that complaint 
include an alleged episode of positive findings of Salmonella in peanut butter in October of 2004 that was related to new equipment & 
that (he frnn didn’t react to, insects in some equipment, water leaking onto product, St inabilify to track, some product. 

During this El, local management acknowledged that an amount of product was placed on a "micro" hold in October of 2004 and was 
destroyed. Management refused to provide details to include the exact cause of the hold and the ^pe/amount of product involved. 
Management did report that each day's production is tested for Salmonella and for coliforms, and allowed review of testing results for 
2 specific dates in October of 2004 when new votators, or heat exchangers were installed in the peanut butter manufacturing line. 

InspKtion did not disclose any leaking water lines or overhead condensation, etc. leaking into any exposed product, either on 
packaging lines or in the raw and roasted peanut handling areas. The latter areas including product elevators and elevator boots, bins 
' nme of which are open at the top), aspiration lines, foreign material chutes, (continued in Inspection Summary) 

c.iass: NAl 

F/U: Routine 

Disl: 

0: ATL-File 
C: Tifton-RP 
C: Complaint Coord/PS 
C: CB/FMD-145 


Endorsement Location: FACTS 

Inspector Name Date & Time of Signature Supervisor Name 

Jackie M Douglas 03/11/2005 03:31 PM ET Andrew B Bevill 


Date & Time of Signature 

03/17/2005 03:45 PM ET 




Jate: 04/23/2007 


Page: 1 of 5 
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Kood and Drug \dmini5trati0B Estoblubment Inspectiun Repiirt 

^ Assigned: 0 1/1 872005 Inspection Start Date: 02/23/2005 inspection End Date: 02/24/2005 

em Name & Address: ConAgra Grocery Products , 101 S Seabrook. Dr , P.O. Boa 585 Sylvester, GA 31791-0585 US 
I Firm Mailing Address: 101 SSeabrookDr/Pob585,Sylve^,GA3I791 UnitedStates 


FEI: 1038538 JD/TA; 26 County; WORTH Est Size: 50,000,000 - and over 

Phone; (229)776-8811 District: ATL-DO Profiled; No 

Conveyance Type: % Interstate: Inspectional Responsibility: 


Endorsement 

Previous inspection of this peanut butler manufacturer was 8/3/2000 and was a follow-up to collect an additional mycotoxin sample 
from a lot of peanut butter in which SRL reported finding 4 ppb aflatoxin B! in an initial surveillance sample. Inspection found ^e lot 
in question had been shipped and management cited corporate policy in refiismg to allow review of production and .shipping records. 

The current inspection was conducted in response to several complaints including most recently, number 29L34, an anonymous 
complaint alleging poor saniGaton, poor facilities maintenance, and poor quality program management. Specifics in that complaint 
include an alleged episode of positive findings of Salmonella in peanut butter in October of 2004 that was related to new equipment & 
that (he frnn didn’t react to, insects in some equipment, water leaking onto product, St inabilify to track, some product. 

During this El, local management acknowledged that an amount of product was placed on a "micro" hold in October of 2004 and was 
destroyed. Management refused to provide details to include the exact cause of the hold and the ^pe/amount of product involved. 
Management did report that each day's production is tested for Salmonella and for coliforms, and allowed review of testing results for 
2 specific dates in October of 2004 when new votators, or heat exchangers were installed in the peanut butter manufacturing line. 

InspKtion did not disclose any leaking water lines or overhead condensation, etc. leaking into any exposed product, either on 
packaging lines or in the raw and roasted peanut handling areas. The latter areas including product elevators and elevator boots, bins 
' nme of which are open at the top), aspiration lines, foreign material chutes, (continued in Inspection Summary) 

c.iass: NAl 

F/U: Routine 

Disl: 

0: ATL-File 
C: Tifton-RP 
C: Complaint Coord/PS 
C: CB/FMD-145 


Endorsement Location: FACTS 

Inspector Name Date & Time of Signature Supervisor Name 

Jackie M Douglas 03/11/2005 03:31 PM ET Andrew B Bevill 


Date & Time of Signature 

03/17/2005 03:45 PM ET 




Jate: 04/23/2007 


Page: 1 of 5 
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Kood and Drug \dmini5trati0B Estoblubment Inspectiun Repiirt 

^ Assigned: 0 1/1 872005 Inspection Start Date: 02/23/2005 inspection End Date: 02/24/2005 

em Name & Address: ConAgra Grocery Products , 101 S Seabrook. Dr , P.O. Boa 585 Sylvester, GA 31791-0585 US 
I Firm Mailing Address: 101 SSeabrookDr/Pob585,Sylve^,GA3I791 UnitedStates 


FEI: 1038538 JD/TA; 26 County; WORTH Est Size: 50,000,000 - and over 

Phone; (229)776-8811 District: ATL-DO Profiled; No 

Conveyance Type: % Interstate: Inspectional Responsibility: 


Endorsement 

Previous inspection of this peanut butler manufacturer was 8/3/2000 and was a follow-up to collect an additional mycotoxin sample 
from a lot of peanut butter in which SRL reported finding 4 ppb aflatoxin B! in an initial surveillance sample. Inspection found ^e lot 
in question had been shipped and management cited corporate policy in refiismg to allow review of production and .shipping records. 

The current inspection was conducted in response to several complaints including most recently, number 29L34, an anonymous 
complaint alleging poor saniGaton, poor facilities maintenance, and poor quality program management. Specifics in that complaint 
include an alleged episode of positive findings of Salmonella in peanut butter in October of 2004 that was related to new equipment & 
that (he frnn didn’t react to, insects in some equipment, water leaking onto product, St inabilify to track, some product. 

During this El, local management acknowledged that an amount of product was placed on a "micro" hold in October of 2004 and was 
destroyed. Management refused to provide details to include the exact cause of the hold and the ^pe/amount of product involved. 
Management did report that each day's production is tested for Salmonella and for coliforms, and allowed review of testing results for 
2 specific dates in October of 2004 when new votators, or heat exchangers were installed in the peanut butter manufacturing line. 

InspKtion did not disclose any leaking water lines or overhead condensation, etc. leaking into any exposed product, either on 
packaging lines or in the raw and roasted peanut handling areas. The latter areas including product elevators and elevator boots, bins 
' nme of which are open at the top), aspiration lines, foreign material chutes, (continued in Inspection Summary) 

c.iass: NAl 

F/U: Routine 

Disl: 

0: ATL-File 
C: Tifton-RP 
C: Complaint Coord/PS 
C: CB/FMD-145 


Endorsement Location: FACTS 

Inspector Name Date & Time of Signature Supervisor Name 

Jackie M Douglas 03/11/2005 03:31 PM ET Andrew B Bevill 


Date & Time of Signature 

03/17/2005 03:45 PM ET 




Jate: 04/23/2007 


Page: 1 of 5 
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Kood and Drug \dmini5trati0B Estoblubment Inspectiun Repiirt 

^ Assigned: 0 1/1 872005 Inspection Start Date: 02/23/2005 inspection End Date: 02/24/2005 

em Name & Address: ConAgra Grocery Products , 101 S Seabrook. Dr , P.O. Boa 585 Sylvester, GA 31791-0585 US 
I Firm Mailing Address: 101 SSeabrookDr/Pob585,Sylve^,GA3I791 UnitedStates 


FEI: 1038538 JD/TA; 26 County; WORTH Est Size: 50,000,000 - and over 

Phone; (229)776-8811 District: ATL-DO Profiled; No 

Conveyance Type: % Interstate: Inspectional Responsibility: 


Endorsement 

Previous inspection of this peanut butler manufacturer was 8/3/2000 and was a foiiow-up to collect an additional mycotoxin sample 
from a lot of peanut butter in which SRL reported finding 4 ppb aflatoxin B! in an initial surveillance sample. Inspection found ^e lot 
in question had been shipped and management cited corporate policy in refiismg to allow review of production and .shipping records. 

The current inspection was conducted in response to several complaints including most recently, number 29L34, an anonymous 
complaint alleging poor saniGaton, poor facilities maintenance, and poor quality program management. Specifics in that complaint 
include an alleged episode of positive findings of Salmonella in peanut butter in October of 2004 that was related to new equipment & 
that (he frnn didn’t react to, insects in some equipment, water leaking onto product, St inabilify to track, some product. 

During this El, local management acknowledged that an amount of product was placed on a "micro" hold in October of 2004 and was 
destroyed. Management refused to provide details to include the exact cause of the hold and the ^pe/amount of product involved. 
Management did report that each day's production is tested for Salmoneiia and for coliforms, and allowed review of testing results for 
2 specific dates in October of 2004 when new votators, or heat exchangers were installed in the peanut butter manufacturing line. 

InspKtion did not disclose any leaking water lines or overhead condensation, etc. leaking into any exposed product, either on 
packaging lines or in the raw and roasted peanut handling areas. The latter areas including product elevators and elevator boots, bins 
' nme of which are open at the top), aspiration lines, foreign material chutes, (continued in Inspection Summary) 

c.lass: NAl 

F/U: Routine 

Disl: 

0: ATL-File 
C: Tifton-RP 
C: Complaint Coord/PS 
C: CB/FMD-145 


Endorsement Location: FACTS 

Inspector Name Date & Time of Signature Supervisor Name 

Jackie M Douglas 03/11/2005 03:31 PM ET Andrew B Bevill 


Date & Time of Signature 

03/17/2005 03:45 PM ET 




Jate: 04/23/2007 


Page: 1 of 5 



797 


Kood and Drug \dmini5trati0B Estoblubment Inspectiun Repiirt 

^ Assigned: 0 1/1 872005 Inspection Start Date: 02/23/2005 inspection End Date: 02/24/2005 

em Name & Address: ConAgra Grocery Products , 101 S Seabrook. Dr , P.O. Boa 585 Sylvester, GA 31791-0585 US 
I Firm Mailing Address: 101 SSeabrookDr/Pob585,Sylve^,GA3I791 UnitedStates 


FEI: 1038538 JD/TA; 26 County; WORTH Est Size: 50,000,000 - and over 

Phone; (229)776-8811 District: ATL-DO Profiled; No 

Conveyance Type: % Interstate: Inspectional Responsibility: 


Endorsement 

Previous inspection of this peanut butler manufacturer was 8/3/2000 and was a follow-up to collect an additional mycotoxin sample 
from a lot of peanut butter in which SRL reported finding 4 ppb aflatoxin B! in an initial surveillance sample. Inspection found ^e lot 
in question had been shipped and management cited corporate policy in refiismg to allow review of production and .shipping records. 

The current inspection was conducted in response to several complaints including most recently, number 29L34, an anonymous 
complaint alleging poor saniGaton, poor facilities maintenance, and poor quality program management. Specifics in that complaint 
include an alleged episode of positive findings of Salmonella in peanut butter in October of 2004 that was related to new equipment & 
that (he frnn didn’t react to, insects in some equipment, water leaking onto product, St inabilify to track, some product. 

During this El, local management acknowledged that an amount of product was placed on a "micro" hold in October of 2004 and was 
destroyed. Management refused to provide details to include the exact cause of the hold and the ^pe/amount of product involved. 
Management did report that each day's production is tested for Salmonella and for coliforms, and allowed review of testing results for 
2 specific dates in October of 2004 when new votators, or heat exchangers were installed in the peanut butter manufacturing line. 

InspKtion did not disclose any leaking water lines or overhead condensation, etc. leaking into any exposed product, either on 
packaging lines or in the raw and roasted peanut handling areas. The latter areas including product elevators and elevator boots, bins 
' nme of which are open at the top), aspiration lines, foreign material chutes, (continued in Inspection Summary) 

c.iass: NAl 

F/U: Routine 

Disl: 

0: ATL-File 
C: Tifton-RP 
C: Complaint Coord/PS 
C: CB/FMD-145 


Endorsement Location: FACTS 

Inspector Name Date & Time of Signature Supervisor Name 

Jackie M Douglas 03/11/2005 03:31 PM ET Andrew B Bevill 


Date & Time of Signature 

03/17/2005 03:45 PM ET 




Jate: 04/23/2007 


Page: 1 of 5 




798 


Kood and Drug \dmini5trati0B Estoblubment Inspectiun Repiirt 

^ Assigned: 0 1/1 872005 Inspection Start Date: 02/23/2005 inspection End Date: 02/24/2005 

em Name & Address: ConAgra Grocery Products , 101 S Seabrook. Dr , P.O. Boa 585 Sylvester, GA 31791-0585 US 
I Firm Mailing Address: 101 SSeabrookDr/Pob585,Sylve^,GA3I791 UnitedStates 


FEI: 1038538 JD/TA; 26 County; WORTH Est Size: 50,000,000 - and over 

Phone; (229)776-8811 District: ATL-DO Profiled; No 

Conveyance Type: % Interstate: Inspectional Responsibility: 


Endorsement 

Previous inspection of this peanut butler manufacturer was 8/3/2000 and was a follow-up to collect an additional mycotoxin sample 
from a lot of peanut butter in which SRL reported finding 4 ppb aflatoxin B! in an initial surveillance sample. Inspection found ^e lot 
in question had been shipped and management cited corporate policy in refiismg to allow review of production and .shipping records. 

The current inspection was conducted in response to several complaints including most recently, number 29L34, an anonymous 
complaint alleging poor saniGaton, poor facilities maintenance, and poor quality program management. Specifics in that complaint 
include an alleged episode of positive findings of Salmonella in peanut butter in October of 2004 that was related to new equipment & 
that (he frnn didn’t react to, insects in some equipment, water leaking onto product, St inabilify to track, some product. 

During this El, local management acknowledged that an amount of product was placed on a "micro" hold in October of 2004 and was 
destroyed. Management refused to provide details to include the exact cause of the hold and the ^pe/amount of product involved. 
Management did report that each day's production is tested for Salmonella and for coliforms, and allowed review of testing results for 
2 specific dates in October of 2004 when new votators, or heat exchangers were installed in the peanut butter manufacturing line. 

InspKtion did not disclose any leaking water lines or overhead condensation, etc. leaking into any exposed product, either on 
packaging lines or in the raw and roasted peanut handling areas. The latter areas including product elevators and elevator boots, bins 
' nme of which are open at the top), aspiration lines, foreign material chutes, (continued in Inspection Summary) 

c.iass: NAl 

F/U: Routine 

Disl: 

0: ATL-File 
C: Tifton-RP 
C: Complaint Coord/PS 
C: CB/FMD-145 


Endorsement Location: FACTS 

Inspector Name Date & Time of Signature Supervisor Name 

Jackie M Douglas 03/11/2005 03:31 PM ET Andrew B Bevill 


Date & Time of Signature 

03/17/2005 03:45 PM ET 




Jate: 04/23/2007 


Page: 1 of 5 
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Kood and Drug \dmini5trati0B Estoblubment Inspectiun Repiirt 

^ Assigned: 0 1/1 872005 Inspection Start Date: 02/23/2005 inspection End Date: 02/24/2005 

em Name & Address: ConAgra Grocery Products , 101 S Seabrook. Dr , P.O. Boa 585 Sylvester, GA 31791-0585 US 
I Firm Mailing Address: 101 SSeabrookDr/Pob585,Sylve^,GA3I791 UnitedStates 


FEI: 1038538 JD/TA; 26 County; WORTH Est Size: 50,000,000 - and over 

Phone; (229)776-8811 District: ATL-DO Profiled; No 

Conveyance Type: % Interstate: Inspectional Responsibility: 


Endorsement 

Previous inspection of this peanut butler manufacturer was 8/3/2000 and was a follow-up to collect an additional mycotoxin sample 
from a lot of peanut butter in which SRL reported finding 4 ppb aflatoxin B! in an initial surveillance sample. Inspection found ^e lot 
in question had been shipped and management cited corporate policy in refiismg to allow review of production and .shipping records. 

The current inspection was conducted in response to several complaints including most recently, number 29L34, an anonymous 
complaint alleging poor saniGaton, poor facilities maintenance, and poor quality program management. Specifics in that complaint 
include an alleged episode of positive findings of Salmonella in peanut butter in October of 2004 that was related to new equipment & 
that (he frnn didn’t react to, insects in some equipment, water leaking onto product, St inabilify to track, some product. 

During this El, local management acknowledged that an amount of product was placed on a "micro" hold in October of 2004 and was 
destroyed. Management refused to provide details to include the exact cause of the hold and the ^pe/amount of product involved. 
Management did report that each day's production is tested for Salmonella and for coliforms, and allowed review of testing results for 
2 specific dates in October of 2004 when new votators, or heat exchangers were installed in the peanut butter manufacturing line. 

InspKtion did not disclose any leaking water lines or overhead condensation, etc. leaking into any exposed product, either on 
packaging lines or in the raw and roasted peanut handling areas. The latter areas including product elevators and elevator boots, bins 
' nme of which are open at the top), aspiration lines, foreign material chutes, (continued in Inspection Summary) 

c.iass: NAl 

F/U: Routine 

Disl: 

0: ATL-File 
C: Tifton-RP 
C: Complaint Coord/PS 
C: CB/FMD-145 


Endorsement Location: FACTS 

Inspector Name Date & Time of Signature Supervisor Name 

Jackie M Douglas 03/11/2005 03:31 PM ET Andrew B Bevill 


Date & Time of Signature 

03/17/2005 03:45 PM ET 




Jate: 04/23/2007 


Page: 1 of 5 



800 


l<uod nnd Drug Administration Establishment insprctiiin Report 

■ - ■ ■■ ■' ■ ^ . ■ 

FEI:1038538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

inn Name & Address: ConAgra Grocery Products , 101 S SeabrookDr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Related Firm FEI: Name & Address of Related Firm: 


Registration Type 
There are no Registration Types 


Registration Dates 


Establishment Type 
M Manufacturer 


Industry Code 
23 Nuts/Edible Seed 


District Use Code: 

3 TO BE EDITED 


ate: 04/23/2007 


Page: 2 of 5 




801 


l<uod nnd Drug Administration Establishment Insprctiiin Report 


FEI:10.1853li Inipection Start Date; 02/23/2005 InipecHon End Date: 02/24/2005 

inn Name & Address: ConAgra Grocery Products , 101 S SeabrookDr » P.O. Box 585 Sylvester, GA 31791-0585 US 

Related Firm FEI: Name & Address of Related Firm: 


Registration Type 
There are no Registration Types 


Registration Dates 


Establishment Type 
M Manufacturer 


Industry Code 
23 Nuts/Edible Seed 


District Use Code: 

3 TO BE EDITED 


ate: 04/23/2007 


Page: 2 of 5 




802 


l<uod nnd Drug Administration Establishment Insprctiiin Report 


FEI:10.1853li Inipection Start Date; 02/23/2005 InipecHon End Date: 02/24/2005 

inn Name & Address: ConAgra Grocery Products , 101 S SeabrookDr » P.O. Box 585 Sylvester, GA 31791-0585 US 

Related Firm FEI: Name & Address of Related Firm: 


Registration Type 
There are no Registration Types 


Registration Dates 


Establishment Type 
M Manufacturer 


Industry Code 
23 Nuts/Edible Seed 


District Use Code: 

3 TO BE EDITED 


ate: 04/23/2007 


Page: 2 of 5 




803 


l<uod nnd Drug Administration Establishment insprctiiin Report 

■ - ■ ■■ ■' ■ ^ . ■ 

FEI:1038538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

inn Name & Address: ConAgra Grocery Products , 101 S SeabrookDr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Related Firm FEI: Name & Address of Related Firm: 


Registration Type 
There are no Registration Types 


Registration Dates 


Establishment Type 
M Manufacturer 


Industry Code 
23 Nuts/Edible Seed 


District Use Code: 

3 TO BE EDITED 


ate: 04/23/2007 


Page: 2 of 5 
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l<uod nnd Drug Administration Establishment insprctiiin Report 

■ - ■ ■■ ■' ■ ^ . ■ 

FEI:1038538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

inn Name & Address: ConAgra Grocery Products , 101 S SeabrookDr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Related Firm FEI: Name & Address of Related Firm: 


Registration Type 
There are no Registration Types 


Registration Dates 


Establishment Type 
M Manufacturer 


Industry Code 
23 Nuts/Edible Seed 


District Use Code: 

3 TO BE EDITED 


ate: 04/23/2007 


Page: 2 of 5 




805 


l<uod nnd Drug Administration Establishment insprctiiin Report 

■ - ■ ■■ ■' ■ ^ . ■ 

FEI:1038538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

inn Name & Address: ConAgra Grocery Products , 101 S SeabrookDr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Related Firm FEI: Name & Address of Related Firm: 


Registration Type 
There are no Registration Types 


Registration Dates 


Establishment Type 
M Manufacturer 


Industry Code 
23 Nuts/Edible Seed 


District Use Code: 

3 TO BE EDITED 


ate: 04/23/2007 


Page: 2 of 5 




806 


l<uod nnd Drug Administration Establishment insprctiiin Report 

■ - ■ ■■ ■' ■ ^ . ■ 

FEI:1038538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

inn Name & Address: ConAgra Grocery Products , 101 S SeabrookDr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Related Firm FEI: Name & Address of Related Firm: 


Registration Type 
There are no Registration Types 


Registration Dates 


Establishment Type 
M Manufacturer 


Industry Code 
23 Nuts/Edible Seed 


District Use Code: 

3 TO BE EDITED 


ate: 04/23/2007 


Page: 2 of 5 
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l<uod nnd Drug Administration Establishment insprctiiin Report 

■ - ■ ■■ ■' ■ ^ . ■ 

FEI:1038538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

inn Name & Address: ConAgra Grocery Products , 101 S SeabrookDr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Related Firm FEI: Name & Address of Related Firm: 


Registration Type 
There are no Registration Types 


Registration Dates 


Establishment Type 
M Manufacturer 


Industry Code 
23 Nuts/Edible Seed 


District Use Code: 

3 TO BE EDITED 


ate: 04/23/2007 


Page: 2 of 5 




808 


l<uod nnd Drug Administration Establishment insprctiiin Report 

■ - ■ ■■ ■' ■ ^ . ■ 

FEI:1038538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

inn Name & Address: ConAgra Grocery Products , 101 S SeabrookDr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Related Firm FEI: Name & Address of Related Firm: 


Registration Type 
There are no Registration Types 


Registration Dates 


Establishment Type 
M Manufacturer 


Industry Code 
23 Nuts/Edible Seed 


District Use Code: 

3 TO BE EDITED 


ate: 04/23/2007 


Page: 2 of 5 




809 


l<uod nnd Drug Administration Establishment insprctiiin Report 

■ - ■ ■■ ■' ■ ^ . ■ 

FEI:1038538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

inn Name & Address: ConAgra Grocery Products , 101 S SeabrookDr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Related Firm FEI: Name & Address of Related Firm: 


Registration Type 
There are no Registration Types 


Registration Dates 


Establishment Type 
M Manufacturer 


Industry Code 
23 Nuts/Edible Seed 


District Use Code: 

3 TO BE EDITED 


ate: 04/23/2007 


Page: 2 of 5 




810 


Kuod and Drut; Administrafion EstabUisbineat Inspection Report 

FEI: 1038338 iBspection Start Date; 02/23/2005 Inspcctian End Date; 02/24/2005 

Firm Name & Address: ConAgra Grocery Products , 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Basis: Consumer Complaint 


Inspected Processes & District Decisions 



Products/ 

PAC Establishment Type Process 

03803 Manufacturer 23 C D 

MQSA Reschedule Re-lnspectlon 
Insp Date Priority 

T 

Inspection 

Conclusions 

No Action Indicated (NAI 

Final District 

Decision? Decision Date District Decision Type 

03/17/2005 No Action Indicated (NAI) 

District Decision 
Made By 

Bevill, Andrew B 

Org Name 
ATL-IB-BB 

Remarks: 




Products/ MQSA Reschedule Re-Inspection 
PAC Establishment Type Process InspDate Priority 

03803 Manufacturer 23 C H T 


Find District 

Decision? Decision Date District Decision Type 

03/1 7/2005 No Action Indicated (NAI) 


District Decision 
Made By 

Bevill, Andrew B 


Remarks: 


Inspection 

Conciusions 

No Action Indicated (NAI 


Org Name 
ATL-IB-BB 


Products/ MQSA Reschedule Re-Inspection 
PAC Establishment Type Process InspDate Priority 

03R801 Manufacturer 23 C H T 


Final District 

Decision? Decision Date District Decision Type 

03/17/2005 No AcUon Indicated (NAI) 


District Decision 
Made By 
Bevill, Andrew B 


Remarks: 


Inspection 

Conclusions 

No Action Indicated (NAI 


Org Name 
ATL-IB-BB 


>ate: 04/23/2007 


Page: 3 of 5 







811 


Kuod and Drut; Administrafion EstabUisbineat Inspection Report 

FEI: 1038338 iBspection Start Date; 02/23/2005 Inspcctian End Date; 02/24/2005 

Firm Name & Address: ConAgra Grocery Products , 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Basis: Consumer Complaint 


Inspected Processes & District Decisions 



Products/ 

PAC Establishment Type Process 

03803 Manufacturer 23 C D 

MQSA Reschedule Re-lnspectlon 
Insp Date Priority 

T 

Inspection 

Conclusions 

No Action Indicated (NAI 

Final District 

Decision? Decision Date District Decision Type 

03/17/2005 No Action Indicated (NAI) 

District Decision 
Made By 

Bevill, Andrew B 

Org Name 
ATL-IB-BB 

Remarks: 




Products/ MQSA Reschedule Re-Inspection 
PAC Establishment Type Process InspDate Priority 

03803 Manufacturer 23 C H T 


Find District 

Decision? Decision Date District Decision Type 

03/1 7/2005 No Action Indicated (NAI) 


District Decision 
Made By 

Bevill, Andrew B 


Remarks: 


Inspection 

Conciusions 

No Action Indicated (NAI 


Org Name 
ATL-IB-BB 


Products/ MQSA Reschedule Re-Inspection 
PAC Establishment Type Process InspDate Priority 

03R801 Manufacturer 23 C H T 


Final District 

Decision? Decision Date District Decision Type 

03/17/2005 No AcUon Indicated (NAI) 


District Decision 
Made By 
Bevill, Andrew B 


Remarks: 


Inspection 

Conclusions 

No Action Indicated (NAI 


Org Name 
ATL-IB-BB 


>ate: 04/23/2007 


Page: 3 of 5 







812 


Kuod and Drut; Administrafion EstabUisbineat Inspection Report 

FEI: 1038338 iBspection Start Date; 02/23/2005 Inspcctian End Date; 02/24/2005 

Firm Name & Address: ConAgra Grocery Products , 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Basis: Consumer Complaint 


Inspected Processes & District Decisions 



Products/ 

PAC Establishment Type Process 

03803 Manufacturer 23 C D 

MQSA Reschedule Re-lnspectlon 
Insp Date Priority 

T 

Inspection 

Conclusions 

No Action Indicated (NAI 

Final District 

Decision? Decision Date District Decision Type 

03/17/2005 No Action Indicated (NAI) 

District Decision 
Made By 

Bevill, Andrew B 

Org Name 
ATL-IB-BB 

Remarks: 




Products/ MQSA Reschedule Re-Inspection 
PAC Establishment Type Process InspDate Priority 

03803 Manufacturer 23 C H T 


Find District 

Decision? Decision Date District Decision Type 

03/1 7/2005 No Action Indicated (NAI) 


District Decision 
Made By 

Bevill, Andrew B 


Remarks: 


Inspection 

Conciusions 

No Action Indicated (NAI 


Org Name 
ATL-IB-BB 


Products/ MQSA Reschedule Re-Inspection 
PAC Establishment Type Process InspDate Priority 

03R801 Manufacturer 23 C H T 


Final District 

Decision? Decision Date District Decision Type 

03/17/2005 No AcUon Indicated (NAI) 


District Decision 
Made By 
Bevill, Andrew B 


Remarks: 


Inspection 

Conclusions 

No Action Indicated (NAI 


Org Name 
ATL-IB-BB 


>ate: 04/23/2007 


Page: 3 of 5 
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>ate; 04/23/2007 


Page: 3 of 5 







814 


Kuod and Drut; Administrafion EstabUisbineat Inspection Report 

FEI: 1038338 iBspection Start Date; 02/23/2005 Inspcctian End Date; 02/24/2005 

Firm Name & Address: ConAgra Grocery Products , 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Basis: Consumer Complaint 


Inspected Processes & District Decisions 



Products/ 

PAC Establishment Type Process 

03803 Manufacturer 23 C D 

MQSA Reschedule Re-lnspectlon 
Insp Date Priority 

T 

Inspection 

Conclusions 

No Action Indicated (NAI 

Final District 

Decision? Decision Date District Decision Type 

03/17/2005 No Action Indicated (NAI) 

District Decision 
Made By 

Bevill, Andrew B 

Org Name 
ATL-IB-BB 

Remarks: 




Products/ MQSA Reschedule Re-Inspection 
PAC Establishment Type Process InspDate Priority 

03803 Manufacturer 23 C H T 


Find District 

Decision? Decision Date District Decision Type 

03/1 7/2005 No Action Indicated (NAI) 


District Decision 
Made By 

Bevill, Andrew B 


Remarks: 


Inspection 

Conciusions 

No Action Indicated (NAI 


Org Name 
ATL-IB-BB 


Products/ MQSA Reschedule Re-Inspection 
PAC Establishment Type Process InspDate Priority 

03R801 Manufacturer 23 C H T 


Final District 

Decision? Decision Date District Decision Type 

03/17/2005 No AcUon Indicated (NAI) 


District Decision 
Made By 
Bevill, Andrew B 


Remarks: 


Inspection 

Conclusions 

No Action Indicated (NAI 


Org Name 
ATL-IB-BB 


>ate: 04/23/2007 


Page: 3 of 5 







815 


Kuod and Drut; Administrafion EstabUisbineat Inspection Report 

FEI: 1038338 iBspection Start Date; 02/23/2005 Inspcctian End Date; 02/24/2005 

Firm Name & Address: ConAgra Grocery Products , 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Basis: Consumer Complaint 


Inspected Processes & District Decisions 



Products/ 

PAC Establishment Type Process 

03803 Manufacturer 23 C D 

MQSA Reschedule Re-lnspectlon 
Insp Date Priority 

T 

Inspection 

Conclusions 

No Action Indicated (NAI 

Final District 

Decision? Decision Date District Decision Type 

03/17/2005 No Action Indicated (NAI) 

District Decision 
Made By 

Bevill, Andrew B 

Org Name 
ATL-IB-BB 

Remarks: 




Products/ MQSA Reschedule Re-Inspection 
PAC Establishment Type Process InspDate Priority 

03803 Manufacturer 23 C H T 


Find District 

Decision? Decision Date District Decision Type 

03/1 7/2005 No Action Indicated (NAI) 


District Decision 
Made By 

Bevill, Andrew B 


Remarks: 


Inspection 

Conciusions 

No Action Indicated (NAI 


Org Name 
ATL-IB-BB 


Products/ MQSA Reschedule Re-Inspection 
PAC Establishment Type Process InspDate Priority 

03R801 Manufacturer 23 C H T 


Final District 

Decision? Decision Date District Decision Type 

03/17/2005 No AcUon Indicated (NAI) 


District Decision 
Made By 
Bevill, Andrew B 


Remarks: 


Inspection 

Conclusions 

No Action Indicated (NAI 


Org Name 
ATL-IB-BB 


>ate: 04/23/2007 


Page: 3 of 5 
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>ate; 04/23/2007 
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>ate; 04/23/2007 
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>ate; 04/23/2007 
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819 


Kuod and Drut; Administrafion EstabUisbineat Inspection Report 

FEI: 1038338 iBspection Start Date; 02/23/2005 Inspcctian End Date; 02/24/2005 

Firm Name & Address: ConAgra Grocery Products , 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Basis: Consumer Complaint 


Inspected Processes & District Decisions 



Products/ 

PAC Establishment Type Process 

03803 Manufacturer 23 C D 

MQSA Reschedule Re-lnspectlon 
Insp Date Priority 

T 

Inspection 

Conclusions 

No Action Indicated (NAI 

Final District 

Decision? Decision Date District Decision Type 

03/17/2005 No Action Indicated (NAI) 

District Decision 
Made By 

Bevill, Andrew B 

Org Name 
ATL-IB-BB 

Remarks: 




Products/ MQSA Reschedule Re-Inspection 
PAC Establishment Type Process InspDate Priority 

03803 Manufacturer 23 C H T 


Find District 

Decision? Decision Date District Decision Type 

03/1 7/2005 No Action Indicated (NAI) 


District Decision 
Made By 

Bevill, Andrew B 


Remarks: 


Inspection 

Conciusions 

No Action Indicated (NAI 


Org Name 
ATL-IB-BB 


Products/ MQSA Reschedule Re-Inspection 
PAC Establishment Type Process InspDate Priority 

03R801 Manufacturer 23 C H T 


Final District 

Decision? Decision Date District Decision Type 

03/17/2005 No AcUon Indicated (NAI) 


District Decision 
Made By 
Bevill, Andrew B 


Remarks: 


Inspection 

Conclusions 

No Action Indicated (NAI 


Org Name 
ATL-IB-BB 


>ate: 04/23/2007 


Page: 3 of 5 







820 


Food and Drug AdminiMraHon EstabiiMiment Inspection Report 

1 FEI: 1038538 Inspectloil Start Dat«r02/23^5^ In^ipirti.m ind ■' 2 1 H-i- 

/inn Name &. Address: ConAgra Grocery Products » 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Products Covered 


Product Code Est Type 
23 C H T 07 Manufacturer 

23 C D T 07 Manufacturer 


Description 

Peanut, Butter; Nonflex Plastic; Packaged Food (Not 
Commercially Sterile) 

Peanut, Butter; Laminated; Package Food (Not 
Commercially Stoiie) 


Additional Product 
Description 


Assignees Accomplisbment Hours 


Employee Name 

Poaition Class 

Hours Credited To 

PAC 

Establishment Type 

Process 

Hours 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C D T 

15 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C H T 

15 

Douglas, Jackie M 

IT'TV 

ATL-EX) 

03R801 

Manufacturer 

23 C H T 

5 






Total Hours: 

35 


^ate: 04/23/2007 


Page: 4 of 5 




821 


Food and Drug AdminiMraHan EstabiiMiment Inspection Report 

1 FEI: 1038538 Inspectloil Start Dat«r02/23^5^ In^ipirti.m ind ■' 2 1 H-i- 

/inn Name &. Address: ConAgra Grocery Products » 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Products Covered 


Product Code Est Type 
23 C H T 07 Manufacturer 

23 C D T 07 Manufacturer 


Description 

Peanut, Butter; Nonflex Plastic; Packaged Food (Not 
Commercially Sterile) 

Peanut, Butter; Laminated; Package Food (Not 
Commercially Stoiie) 


Additional Product 
Description 


Assignees Accomplisbment Hours 


Employee Name 

Poaition Class 

Hours Credited To 

PAC 

Establishment Type 

Process 

Hours 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C D T 

15 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C H T 

15 

Douglas, Jackie M 

IT'TV 

ATL-EX) 

03R801 

Manufacturer 

23 C H T 

5 






Total Hours: 

35 


^ate: 04/23/2007 


Page: 4 of 5 




822 


Food and Drug AdminiMraHan EstabiiMiment Inspection Report 

1 FEI: 1038538 Inspectloil Start Dat«r02/23^5^ In^ipirti.m ind ■' 2 1 H-i- 

/inn Name &. Address: ConAgra Grocery Products » 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Products Covered 


Product Code Est Type 
23 C H T 07 Manufacturer 

23 C D T 07 Manufacturer 


Description 

Peanut, Butter; Nonflex Plastic; Packaged Food (Not 
Commercially Sterile) 

Peanut, Butter; Laminated; Package Food (Not 
Commercially Stoiie) 


Additional Product 
Description 


Assignees Accomplisbment Hours 


Employee Name 

Poaition Class 

Hours Credited To 

PAC 

Establishment Type 

Process 

Hours 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C D T 

15 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C H T 

15 

Douglas, Jackie M 

IT'TV 

ATL-EX) 

03R801 

Manufacturer 

23 C H T 

5 






Total Hours: 

35 


^ate: 04/23/2007 


Page: 4 of 5 




823 


Food and Drug AdminiMraHan EstabiiMiment Inspection Report 

1 FEI: 1038538 Inspectloil Start Dat«r02/23^5^ In^ipirti.m ind ■' 2 1 H-i- 

/inn Name &. Address: ConAgra Grocery Products » 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Products Covered 


Product Code Est Type 
23 C H T 07 Manufacturer 

23 C D T 07 Manufacturer 


Description 

Peanut, Butter; Nonflex Plastic; Packaged Food (Not 
Commercially Sterile) 

Peanut, Butter; Laminated; Package Food (Not 
Commercially Stoiie) 


Additional Product 
Description 


Assignees Accomplisbment Hours 


Employee Name 

Poaition Class 

Hours Credited To 

PAC 

Establishment Type 

Process 

Hours 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C D T 

15 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C H T 

15 

Douglas, Jackie M 

IT'TV 

ATL-EX) 

03R801 

Manufacturer 

23 C H T 

5 






Total Hours: 

35 


^ate: 04/23/2007 


Page: 4 of 5 




824 


Food and Drug AdminiMraHan EstabiiMiment Inspection Report 

1 FEI: 1038538 Inspectloil Start Dat«r02/23^5^ In^ipirti.m ind ■' 2 1 H-i- 

/inn Name &. Address: ConAgra Grocery Products » 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Products Covered 


Product Code Est Type 
23 C H T 07 Manufacturer 

23 C D T 07 Manufacturer 


Description 

Peanut, Butter; Nonflex Plastic; Packaged Food (Not 
Commercially Sterile) 

Peanut, Butter; Laminated; Package Food (Not 
Commercially Stoiie) 


Additional Product 
Description 


Assignees Accomplisbment Hours 


Employee Name 

Poaition Class 

Hours Credited To 

PAC 

Establishment Type 

Process 

Hours 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C D T 

15 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C H T 

15 

Douglas, Jackie M 

IT'TV 

ATL-EX) 

03R801 

Manufacturer 

23 C H T 

5 






Total Hours: 

35 


^ate: 04/23/2007 


Page: 4 of 5 




825 


Food and Drug AdminiMraHan EstabiiMiment Inspection Report 

1 FEI: 1038538 Inspectloil Start Dat«r02/23^5^ In^ipirti.m ind ■' 2 1 H-i- 

/inn Name &. Address: ConAgra Grocery Products » 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Products Covered 


Product Code Est Type 
23 C H T 07 Manufacturer 

23 C D T 07 Manufacturer 


Description 

Peanut, Butter; Nonflex Plastic; Packaged Food (Not 
Commercially Sterile) 

Peanut, Butter; Laminated; Package Food (Not 
Commercially Stoiie) 


Additional Product 
Description 


Assignees Accomplisbment Hours 


Employee Name 

Poaition Class 

Hours Credited To 

PAC 

Establishment Type 

Process 

Hours 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C D T 

15 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C H T 

15 

Douglas, Jackie M 

IT'TV 

ATL-EX) 

03R801 

Manufacturer 

23 C H T 

5 






Total Hours: 

35 


^ate: 04/23/2007 


Page: 4 of 5 




826 


Food and Drug AdminiMraHon EstabiiMiment Inspection Report 

1 FEI: 1038538 Inspectloil Start Dat«r02/23^5^ In^ipirti.m ind ■' 2 1 H-i- 

/inn Name &. Address: ConAgra Grocery Products » 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Products Covered 


Product Code Est Type 
23 C H T 07 Manufacturer 

23 C D T 07 Manufacturer 


Description 

Peanut, Butter; Nonflex Plastic; Packaged Food (Not 
Commercially Sterile) 

Peanut, Butter; Laminated; Package Food (Not 
Commercially Stoiie) 


Additional Product 
Description 


Assignees Accomplisbment Hours 


Employee Name 

Poaition Class 

Hours Credited To 

PAC 

Establishment Type 

Process 

Hours 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C D T 

15 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C H T 

15 

Douglas, Jackie M 

IT'TV 

ATL-EX) 

03R801 

Manufacturer 

23 C H T 

5 






Total Hours: 

35 


^ate: 04/23/2007 


Page: 4 of 5 




827 


Food and Drug AdminiMraHan EstabiiMiment Inspection Report 

1 FEI: 1038538 Inspectloil Start Dat«r02/23^5^ In^ipirti.m ind ■' 2 1 H-i- 

/inn Name &. Address: ConAgra Grocery Products » 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Products Covered 


Product Code Est Type 
23 C H T 07 Manufacturer 

23 C D T 07 Manufacturer 


Description 

Peanut, Butter; Nonflex Plastic; Packaged Food (Not 
Commercially Sterile) 

Peanut, Butter; Laminated; Package Food (Not 
Commercially Stoiie) 


Additional Product 
Description 


Assignees Accomplisbment Hours 


Employee Name 

Poaition Class 

Hours Credited To 

PAC 

Establishment Type 

Process 

Hours 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C D T 

15 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C H T 

15 

Douglas, Jackie M 

IT'TV 

ATL-EX) 

03R801 

Manufacturer 

23 C H T 

5 






Total Hours: 

35 


^ate: 04/23/2007 


Page: 4 of 5 




828 


Food and Drug AdminiMraHon EstabiiMiment Inspection Report 

1 FEI: 1038538 Inspectloil Start Dat«r02/23^5^ In^ipirti.m ind ■' 2 1 H-i- 

/inn Name &. Address: ConAgra Grocery Products » 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Products Covered 


Product Code Est Type 
23 C H T 07 Manufacturer 

23 C D T 07 Manufacturer 


Description 

Peanut, Butter; Nonflex Plastic; Packaged Food (Not 
Commercially Sterile) 

Peanut, Butter; Laminated; Package Food (Not 
Commercially Stoiie) 


Additional Product 
Description 


Assignees Accomplisbment Hours 


Employee Name 

Poaition Class 

Hours Credited To 

PAC 

Establishment Type 

Process 

Hours 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C D T 

15 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C H T 

15 

Douglas, Jackie M 

IT'TV 

ATL-EX) 

03R801 

Manufacturer 

23 C H T 

5 






Total Hours: 

35 


^ate: 04/23/2007 


Page: 4 of 5 




829 


Food and Drug AdminiMraHon EstabiiMiment Inspection Report 

1 FEI: 1038538 Inspectloil Start Dat«r02/23^5^ In^ipirti.m ind ■' 2 1 H-i- 

/inn Name &. Address: ConAgra Grocery Products » 101 S Seabrook Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 

Products Covered 


Product Code Est Type 
23 C H T 07 Manufacturer 

23 C D T 07 Manufacturer 


Description 

Peanut, Butter; Nonflex Plastic; Packaged Food (Not 
Commercially Sterile) 

Peanut, Butter; Laminated; Package Food (Not 
Commercially Stoiie) 


Additional Product 
Description 


Assignees Accomplisbment Hours 


Employee Name 

Poaition Class 

Hours Credited To 

PAC 

Establishment Type 

Process 

Hours 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C D T 

15 

Douglas, Jackie M 

INV 

ATL-DO 

03803 

Manufacturer 

23 C H T 

15 

Douglas, Jackie M 

IT'TV 

ATL-EX) 

03R801 

Manufacturer 

23 C H T 

5 






Total Hours: 

35 


^ate: 04/23/2007 


Page: 4 of 5 




830 


I ixiil iiiilOiiit! \dniiiiistrafiiin fcstablifbment liikiitciiiiii Ki-|iiiri 

FEI; 103S538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

Name St Address: ConAgra Grocery Products , lOl S Seabrook. Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Result 

EIR Location Trips Nam 

Hardcopy to ATL-DO/ Turbo EIR 

Inspection Summary 
(continued from Endorsement) 

destoners, blanchers,dectronic sorters, and the system that accumulates skins and dust were examined and no insect evidence or 
activity was noted. Peanut skins/meai collected during processing and sold locally for animal feed was examined and no insect 
activity was observed in Ibis material. Insect evidence was limited to 1 moth observed flying in the enclosed garage where bulk trucks 
of shelled peanuts are pneumatically unloaded. 

Management expressed concern over the complaints and repmted that some of the allegations are time-related to a recent employee 
dismissal, and that recrat plant mechanization resulting in a number of employees losing their jobs has resulted in some employee 
dissCTt. 

No FDA 483 was issued, bat several concerns were verbally discussed. Sample 308388 was collected from current production and 
submitted to SRL for micro analysis per PAG 03803D. 


IB Suggested Actions 

Action Remarks 


Referrals 

Org Name Mail Code Remarks 


Refusals 

Inspection Refusals : 


Samples Collected Recall Numbers Related Complaints 

Sample Number Recall Number Consumer Complaint Number 

308388 29134 


FDA 483 Responses 


483 Issued?; 483 Location: 


Response Type 


Response Response 
Mode Date Response Summary 


Jate: 04/23/2007 


Page: 5 of 5 




831 


I ixiil iiiilOiiit! \dniiiiistrafiiin fcstablifbment liikiitciiiiii Ki-|iiiri 

FEI; 103S538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

Name St Address: ConAgra Grocery Products , lOl S Seabrook. Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Result 

EIR Location Trips Nam 

Hardcopy to ATL-DO/ Turbo EIR 

Inspection Summary 
(continued from Endorsement) 

destoners, blanchers,dectronic sorters, and the system that accumulates skins and dust were examined and no insect evidence or 
activity was noted. Peanut skins/meai collected during processing and sold locally for animal feed was examined and no insect 
activity was observed in Ibis material. Insect evidence was limited to 1 moth observed flying in the enclosed garage where bulk trucks 
of shelled peanuts are pneumatically unloaded. 

Management expressed concern over the complaints and repmted that some of the allegations are time-related to a recent employee 
dismissal, and that recrat plant mechanization resulting in a number of employees losing their jobs has resulted in some employee 
dissCTt. 

No FDA 483 was issued, bat several concerns were verbally discussed. Sample 308388 was collected from current production and 
submitted to SRL for micro analysis per PAG 03803D. 


IB Suggested Actions 

Action Remarks 


Referrals 

Org Name Mail Code Remarks 


Refusals 

Inspection Refusals : 


Samples Collected Recall Numbers Related Complaints 

Sample Number Recall Number Consumer Complaint Number 

308388 29134 


FDA 483 Responses 


483 Issued?; 483 Location: 


Response Type 


Response Response 
Mode Date Response Summary 


Jate: 04/23/2007 


Page: 5 of 5 




832 


I ixiil iiiilOiiit! \dniiiiistrafiiin fcstablifbment liikiitciiiiii Ki-|iiiri 

FEI; 103S538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

Name St Address: ConAgra Grocery Products , lOl S Seabrook. Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Result 

EIR Location Trips Nam 

Hardcopy to ATL-DO/ Turbo EIR 

Inspection Summary 
(continued from Endorsement) 

destoners, blanchers,dectronic sorters, and the system that accumulates skins and dust were examined and no insect evidence or 
activity was noted. Peanut skins/meai collected during processing and sold locally for animal feed was examined and no insect 
activity was observed in Ibis material. Insect evidence was limited to 1 moth observed flying in the enclosed garage where bulk trucks 
of shelled peanuts are pneumatically unloaded. 

Management expressed concern over the complaints and repmted that some of the allegations are time-related to a recent employee 
dismissal, and that recrat plant mechanization resulting in a number of employees losing their jobs has resulted in some employee 
dissCTt. 

No FDA 483 was issued, bat several concerns were verbally discussed. Sample 308388 was collected from current production and 
submitted to SRL for micro analysis per PAG 03803D. 


IB Suggested Actions 

Action Remarks 


Referrals 

Org Name Mail Code Remarks 


Refusals 

Inspection Refusals : 


Samples Collected Recall Numbers Related Complaints 

Sample Number Recall Number Consumer Complaint Number 

308388 29134 


FDA 483 Responses 


483 Issued?; 483 Location: 


Response Type 


Response Response 
Mode Date Response Summary 


Jate: 04/23/2007 


Page: 5 of 5 




833 


I ixiil iiiilOiiit! \dniiiiistrafiiin fcstablifbment liikiitciiiiii Ki-|iiiri 

FEI; 103S538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

Name St Address: ConAgra Grocery Products , lOl S Seabrook. Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Result 

EIR Location Trips Nam 

Hardcopy to ATL-DO/ Turbo EIR 

Inspection Summary 
(continued from Endorsement) 

destoners, blanchers,dectronic sorters, and the system that accumulates skins and dust were examined and no insect evidence or 
activity was noted. Peanut skins/meai collected during processing and sold locally for animal feed was examined and no insect 
activity was observed in Ibis material. Insect evidence was limited to 1 moth observed flying in the enclosed garage where bulk trucks 
of shelled peanuts are pneumatically unloaded. 

Management expressed concern over the complaints and repmted that some of the allegations are time-related to a recent employee 
dismissal, and that recrat plant mechanization resulting in a number of employees losing their jobs has resulted in some employee 
dissCTt. 

No FDA 483 was issued, bat several concerns were verbally discussed. Sample 308388 was collected from current production and 
submitted to SRL for micro analysis per PAG 03803D. 


IB Suggested Actions 

Action Remarks 


Referrals 

Org Name Mail Code Remarks 


Refusals 

Inspection Refusals : 


Samples Collected Recall Numbers Related Complaints 

Sample Number Recall Number Consumer Complaint Number 

308388 29134 


FDA 483 Responses 


483 Issued?; 483 Location: 


Response Type 


Response Response 
Mode Date Response Summary 


Jate: 04/23/2007 


Page: 5 of 5 




834 


I ixiil iiiilOiiit! \dniiiiistrafiiin fcstablifbment liikiitciiiiii Ki-|iiiri 

FEI; 103S538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

Name St Address: ConAgra Grocery Products , lOl S Seabrook. Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Result 

EIR Location Trips Nam 

Hardcopy to ATL-DO/ Turbo EIR 

Inspection Summary 
(continued from Endorsement) 

destoners, blanchers,dectronic sorters, and the system that accumulates skins and dust were examined and no insect evidence or 
activity was noted. Peanut skins/meai collected during processing and sold locally for animal feed was examined and no insect 
activity was observed in Ibis material. Insect evidence was limited to 1 moth observed flying in the enclosed garage where bulk trucks 
of shelled peanuts are pneumatically unloaded. 

Management expressed concern over the complaints and repmted that some of the allegations are time-related to a recent employee 
dismissal, and that recrat plant mechanization resulting in a number of employees losing their jobs has resulted in some employee 
dissCTt. 

No FDA 483 was issued, bat several concerns were verbally discussed. Sample 308388 was collected from current production and 
submitted to SRL for micro analysis per PAG 03803D. 


IB Suggested Actions 

Action Remarks 


Referrals 

Org Name Mail Code Remarks 


Refusals 

Inspection Refusals : 


Samples Collected Recall Numbers Related Complaints 

Sample Number Recall Number Consumer Complaint Number 

308388 29134 


FDA 483 Responses 


483 Issued?; 483 Location: 


Response Type 


Response Response 
Mode Date Response Summary 


Jate: 04/23/2007 


Page: 5 of 5 




835 


I ixiil iiiilOiiit! \dniiiiistrafiiin fcstablifbment liikiitciiiiii Ki-|iiiri 

FEI; 103S538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

Name St Address: ConAgra Grocery Products , lOl S Seabrook. Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Result 

EIR Location Trips Nam 

Hardcopy to ATL-DO/ Turbo EIR 

Inspection Summary 
(continued from Endorsement) 

destoners, blanchers,dectronic sorters, and the system that accumulates skins and dust were examined and no insect evidence or 
activity was noted. Peanut skins/meai collected during processing and sold locally for animal feed was examined and no insect 
activity was observed in Ibis material. Insect evidence was limited to 1 moth observed flying in the enclosed garage where bulk trucks 
of shelled peanuts are pneumatically unloaded. 

Management expressed concern over the complaints and repmted that some of the allegations are time-related to a recent employee 
dismissal, and that recrat plant mechanization resulting in a number of employees losing their jobs has resulted in some employee 
dissCTt. 

No FDA 483 was issued, bat several concerns were verbally discussed. Sample 308388 was collected from current production and 
submitted to SRL for micro analysis per PAG 03803D. 


IB Suggested Actions 

Action Remarks 


Referrals 

Org Name Mail Code Remarks 


Refusals 

Inspection Refusals : 


Samples Collected Recall Numbers Related Complaints 

Sample Number Recall Number Consumer Complaint Number 

308388 29134 


FDA 483 Responses 


483 Issued?; 483 Location: 


Response Type 


Response Response 
Mode Date Response Summary 


Jate: 04/23/2007 


Page: 5 of 5 




836 


I ixiil iiiilOiiit! \dniiiiistrafiiin fcstablifbment liikiitciiiiii Ki-|iiiri 

FEI; 103S538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

Name St Address: ConAgra Grocery Products , lOl S Seabrook. Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Result 

EIR Location Trips Nam 

Hardcopy to ATL-DO/ Turbo EIR 

Inspection Summary 
(continued from Endorsement) 

destoners, blanchers,dectronic sorters, and the system that accumulates skins and dust were examined and no insect evidence or 
activity was noted. Peanut skins/meai collected during processing and sold locally for animal feed was examined and no insect 
activity was observed in Ibis material. Insect evidence was limited to 1 moth observed flying in the enclosed garage where bulk trucks 
of shelled peanuts are pneumatically unloaded. 

Management expressed concern over the complaints and repmted that some of the allegations are time-related to a recent employee 
dismissal, and that recrat plant mechanization resulting in a number of employees losing their jobs has resulted in some employee 
dissCTt. 

No FDA 483 was issued, bat several concerns were verbally discussed. Sample 308388 was collected from current production and 
submitted to SRL for micro analysis per PAG 03803D. 


IB Suggested Actions 

Action Remarks 


Referrals 

Org Name Mail Code Remarks 


Refusals 

Inspection Refusals : 


Samples Collected Recall Numbers Related Complaints 

Sample Number Recall Number Consumer Complaint Number 

308388 29134 


FDA 483 Responses 


483 Issued?; 483 Location: 


Response Type 


Response Response 
Mode Date Response Summary 


Jate: 04/23/2007 


Page: 5 of 5 




837 


I ixiil iiiilOiiit! \dniiiiistrafiiin fcstablifbment liikiitciiiiii Ki-|iiiri 

FEI; 103S538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

Name St Address: ConAgra Grocery Products , lOl S Seabrook. Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Result 

EIR Location Trips Nam 

Hardcopy to ATL-DO/ Turbo EIR 

Inspection Summary 
(continued from Endorsement) 

destoners, blanchers,dectronic sorters, and the system that accumulates skins and dust were examined and no insect evidence or 
activity was noted. Peanut skins/meai collected during processing and sold locally for animal feed was examined and no insect 
activity was observed in Ibis material. Insect evidence was limited to 1 moth observed flying in the enclosed garage where bulk trucks 
of shelled peanuts are pneumatically unloaded. 

Management expressed concern over the complaints and repmted that some of the allegations are time-related to a recent employee 
dismissal, and that recrat plant mechanization resulting in a number of employees losing their jobs has resulted in some employee 
dissCTt. 

No FDA 483 was issued, bat several concerns were verbally discussed. Sample 308388 was collected from current production and 
submitted to SRL for micro analysis per PAG 03803D. 


IB Suggested Actions 

Action Remarks 


Referrals 

Org Name Mail Code Remarks 


Refusals 

Inspection Refusals : 


Samples Collected Recall Numbers Related Complaints 

Sample Number Recall Number Consumer Complaint Number 

308388 29134 


FDA 483 Responses 


483 Issued?; 483 Location: 


Response Type 


Response Response 
Mode Date Response Summary 


Jate: 04/23/2007 


Page: 5 of 5 




838 


I ixiil iiiilOiiit! \dniiiiistrafiiin fcstablifbment liikiitciiiiii Ki-|iiiri 

FEI; 103S538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

Name St Address: ConAgra Grocery Products , lOl S Seabrook. Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Result 

EIR Location Trips Nam 

Hardcopy to ATL-DO/ Turbo EIR 

Inspection Summary 
(continued from Endorsement) 

destoners, blanchers,dectronic sorters, and the system that accumulates skins and dust were examined and no insect evidence or 
activity was noted. Peanut skins/meai collected during processing and sold locally for animal feed was examined and no insect 
activity was observed in Ibis material. Insect evidence was limited to 1 moth observed flying in the enclosed garage where bulk trucks 
of shelled peanuts are pneumatically unloaded. 

Management expressed concern over the complaints and repmted that some of the allegations are time-related to a recent employee 
dismissal, and that recrat plant mechanization resulting in a number of employees losing their jobs has resulted in some employee 
dissCTt. 

No FDA 483 was issued, bat several concerns were verbally discussed. Sample 308388 was collected from current production and 
submitted to SRL for micro analysis per PAG 03803D. 


IB Suggested Actions 

Action Remarks 


Referrals 

Org Name Mail Code Remarks 


Refusals 

Inspection Refusals : 


Samples Collected Recall Numbers Related Complaints 

Sample Number Recall Number Consumer Complaint Number 

308388 29134 


FDA 483 Responses 


483 Issued?; 483 Location: 


Response Type 


Response Response 
Mode Date Response Summary 


Jate: 04/23/2007 


Page: 5 of 5 




839 


I ixiil iiiilOiiit! \dniiiiistrafiiin fcstablifbment liikiitciiiiii Ki-|iiiri 

FEI; 103S538 Inspection Start Date: 02/23/2005 Inspection End Date: 02/24/2005 

Name St Address: ConAgra Grocery Products , lOl S Seabrook. Dr , P.O. Box 585 Sylvester, GA 31791-0585 US 


Inspection Result 

EIR Location Trips Nam 

Hardcopy to ATL-DO/ Turbo EIR 

Inspection Summary 
(continued from Endorsement) 

destoners, blanchers,dectronic sorters, and the system that accumulates skins and dust were examined and no insect evidence or 
activity was noted. Peanut skins/meai collected during processing and sold locally for animal feed was examined and no insect 
activity was observed in Ibis material. Insect evidence was limited to 1 moth observed flying in the enclosed garage where bulk trucks 
of shelled peanuts are pneumatically unloaded. 

Management expressed concern over the complaints and repmted that some of the allegations are time-related to a recent employee 
dismissal, and that recrat plant mechanization resulting in a number of employees losing their jobs has resulted in some employee 
dissCTt. 

No FDA 483 was issued, bat several concerns were verbally discussed. Sample 308388 was collected from current production and 
submitted to SRL for micro analysis per PAG 03803D. 


IB Suggested Actions 

Action Remarks 


Referrals 

Org Name Mail Code Remarks 


Refusals 

Inspection Refusals : 


Samples Collected Recall Numbers Related Complaints 

Sample Number Recall Number Consumer Complaint Number 

308388 29134 


FDA 483 Responses 


483 Issued?; 483 Location: 


Response Type 


Response Response 
Mode Date Response Summary 


Jate: 04/23/2007 


Page: 5 of 5 




840 


United States Food and Drug Administration 
Consumer Complaint/ Injury Report 

This is an accurate reproduction of the original electronic record as of 04/23/2007 
COMPLAINT I # 29134 


Complaint Receiving Accomplishing How 
Date Organization District Received 

01/13/2005 ATL-DO ATL-DO Letter 


Complaint 

Source 

Fwiner 

Company 

Employee 


Complaint Complaint 

Received By Status 

HarriSjGeorgette Closed 
P 


Complainant Identification 


Name Address 

ANONYMOUS GA 


Phone (W) Phone (H) Source POC Name 


Source Phone 


Complaint/Injury 

ComplaintDescription AdverseEvent Adverse Event Injury /Illness 

Result Date 

Complainant, who wishes to remain anonymous, reports issues at None 
firm, to include: poor sanitation practices, poor quality program 
management and poor facilities maintenance. See attachment for 
additional details. 

Notify Notification Attended Required Emergency Room / Reported Need addnl. 

DEIO/EMOPS? Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact? 

No 

Remarks 

Complaint Symptoms 

SymptoD System Affected Onset Time Duration 

Health Care Professional 

Provider Name Address Phone 

Hospital Informado 

Hospital Name Address Phone 

Emergency Room/Outhatient Visit 

Hospital Name Address Phone 

Product and Labeling 

Brand Name Product Name Product Cod lYoduct Description 

various 23CYT07 Peanut, BuHer;NotElsewhe 

Classified (NEC);Packaged Food 
(Not COTomercially Sterile) 


Remarks 

Occupation 

Dates of Stay 

ERDate 

PAC UPC Code 


Date: 04/23/2007 


Page; i of 3 







841 


United States Food and Drug Administration 
Consumer Complaint/ Injury Report 

This is an accurate reproduction of the original electronic record as of 04/23/2007 
COMPLAINT I # 29134 


Complaint Receiving Accomplishing How 
Date Organization District Received 

01/13/2005 ATL-DO ATL-DO Letter 


Complaint 

Source 

Fwiner 

Company 

Employee 


Complaint Complaint 

Received By Status 

HarriSjGeorgette Closed 
P 


Complainant Identification 


Name Address 

ANONYMOUS GA 


Phone (W) Phone (H) Source POC Name 


Source Phone 


Complaint/Injury 

ComplaintDescription AdverseEvent Adverse Event Injury /Illness 

Result Date 

Complainant, who wishes to remain anonymous, reports issues at None 
firm, to include: poor sanitation practices, poor quality program 
management and poor facilities maintenance. See attachment for 
additional details. 

Notify Notification Attended Required Emergency Room / Reported Need addnl. 

DEIO/EMOPS? Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact? 

No 

Remarks 

Complaint Symptoms 

SymptoD System Affected Onset Time Duration 

Health Care Professional 

Provider Name Address Phone 

Hospital Informado 

Hospital Name Address Phone 

Emergency Room/Outhatient Visit 

Hospital Name Address Phone 

Product and Labeling 

Brand Name Product Name Product Cod lYoduct Description 

various 23CYT07 Peanut, BuHer;NotElsewhe 

Classified (NEC);Packaged Food 
(Not COTomercially Sterile) 


Remarks 

Occupation 

Dates of Stay 

ERDate 

PAC UPC Code 


Date: 04/23/2007 


Page; i of 3 







842 


United States Food and Drug Administration 
Consumer Complaint/ Injury Report 

This is an accurate reproduction of the original electronic record as of 04/23/2007 
COMPLAINT I # 29134 


Complaint Receiving Accomplishing How 
Date Organization District Received 

01/13/2005 ATL-DO ATL-DO Letter 


Complaint 

Source 

Fwiner 

Company 

Employee 


Complaint Complaint 

Received By Status 

HarriSjGeorgette Closed 
P 


Complainant Identification 


Name Address 

ANONYMOUS GA 


Phone (W) Phone (H) Source POC Name 


Source Phone 


Complaint/Injury 

ComplaintDescription AdverseEvent Adverse Event Injury /Illness 

Result Date 

Complainant, who wishes to remain anonymous, reports issues at None 
firm, to include: poor sanitation practices, poor quality program 
management and poor facilities maintenance. See attachment for 
additional details. 

Notify Notification Attended Required Emergency Room / Reported Need addnl. 

DEIO/EMOPS? Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact? 

No 

Remarks 

Complaint Symptoms 

SymptoD System Affected Onset Time Duration 

Health Care Professional 

Provider Name Address Phone 

Hospital Informado 

Hospital Name Address Phone 

Emergency Room/Outhatient Visit 

Hospital Name Address Phone 

Product and Labeling 

Brand Name Product Name Product Cod lYoduct Description 

various 23CYT07 Peanut, BuHer;NotElsewhe 

Classified (NEC);Packaged Food 
(Not COTomercially Sterile) 


Remarks 

Occupation 

Dates of Stay 

ERDate 

PAC UPC Code 


Date: 04/23/2007 


Page; i of 3 








843 


United States Food and Drug Administration 
Consumer Complaint/ Injury Report 

This is an accurate reproduction of the original electronic record as of 04/23/2007 
COMPLAINT I # 29134 


Complaint Receiving Accomplishing How 
Date Organization District Received 

01/13/2005 ATL-DO ATL-DO Letter 


Complaint 

Source 

Fwiner 

Company 

Employee 


Complaint Complaint 

Received By Status 

HarriSjGeorgette Closed 
P 


Complainant Identification 


Name Address 

ANONYMOUS GA 


Phone (W) Phone (H) Source POC Name 


Source Phone 


Complaint/Injury 

ComplaintDescription AdverseEvent Adverse Event Injury /Illness 

Result Date 

Complainant, who wishes to remain anonymous, reports issues at None 
firm, to include: poor sanitation practices, poor quality program 
management and poor facilities maintenance. See attachment for 
additional details. 

Notify Notification Attended Required Emergency Room / Reported Need addnl. 

DEIO/EMOPS? Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact? 

No 

Remarks 

Complaint Symptoms 

SymptoD System Affected Onset Time Duration 

Health Care Professional 

Provider Name Address Phone 

Hospital Informado 

Hospital Name Address Phone 

Emergency Room/Outhatient Visit 

Hospital Name Address Phone 

Product and Labeling 

Brand Name Product Name Product Cod lYoduct Description 

various 23CYT07 Peanut, BuHer;NotElsewhe 

Classified (NEC);Packaged Food 
(Not COTomercially Sterile) 


Remarks 

Occupation 

Dates of Stay 

ERDate 

PAC UPC Code 


Date: 04/23/2007 


Page; i of 3 








844 


United States Food and Drug Administration 
Consumer Complaint/ Injury Report 

This is an accurate reproduction of the original electronic record as of 04/23/2007 
COMPLAINT I # 29134 


Complaint Receiving Accomplishing How 
Date Organization District Received 

01/13/2005 ATL-DO ATL-DO Letter 


Complaint 

Source 

Fwiner 

Company 

Employee 


Complaint Complaint 

Received By Status 

HarriSjGeorgette Closed 
P 


Complainant Identification 


Name Address 

ANONYMOUS GA 


Phone (W) Phone (H) Source POC Name 


Source Phone 


Complaint/Injury 

ComplaintDescription AdverseEvent Adverse Event Injury /Illness 

Result Date 

Complainant, who wishes to remain anonymous, reports issues at None 
firm, to include: poor sanitation practices, poor quality program 
management and poor facilities maintenance. See attachment for 
additional details. 

Notify Notification Attended Required Emergency Room / Reported Need addnl. 

DEIO/EMOPS? Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact? 

No 

Remarks 

Complaint Symptoms 

SymptoD System Affected Onset Time Duration 

Health Care Professional 

Provider Name Address Phone 

Hospital Informado 

Hospital Name Address Phone 

Emergency Room/Outhatient Visit 

Hospital Name Address Phone 

Product and Labeling 

Brand Name Product Name Product Cod lYoduct Description 

various 23CYT07 Peanut, BuHer;NotElsewhe 

Classified (NEC);Packaged Food 
(Not COTomercially Sterile) 


Remarks 

Occupation 

Dates of Stay 

ERDate 

PAC UPC Code 


Date: 04/23/2007 


Page; i of 3 








845 


United States Food and Drug Administration 
Consumer Complaint/ Injury Report 

This is an accurate reproduction of the original electronic record as of 04/23/2007 
COMPLAINT I # 29134 


Complaint Receiving Accomplishing How 
Date Organization District Received 

01/13/2005 ATL-DO ATL-DO Letter 


Complaint 

Source 

Fwiner 

Company 

Employee 


Complaint Complaint 

Received By Status 

HarriSjGeorgette Closed 
P 


Complainant Identification 


Name Address 

ANONYMOUS GA 


Phone (W) Phone (H) Source POC Name 


Source Phone 


Complaint/Injury 

ComplaintDescription AdverseEvent Adverse Event Injury /Illness 

Result Date 

Complainant, who wishes to remain anonymous, reports issues at None 
firm, to include: poor sanitation practices, poor quality program 
management and poor facilities maintenance. See attachment for 
additional details. 

Notify Notification Attended Required Emergency Room / Reported Need addnl. 

DEIO/EMOPS? Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact? 

No 

Remarks 

Complaint Symptoms 

SymptoD System Affected Onset Time Duration 

Health Care Professional 

Provider Name Address Phone 

Hospital Informado 

Hospital Name Address Phone 

Emergency Room/Outhatient Visit 

Hospital Name Address Phone 

Product and Labeling 

Brand Name Product Name Product Cod lYoduct Description 

various 23CYT07 Peanut, BuHer;NotElsewhe 

Classified (NEC);Packaged Food 
(Not COTomercially Sterile) 


Remarks 

Occupation 

Dates of Stay 

ERDate 

PAC UPC Code 


Date: 04/23/2007 


Page; i of 3 








846 


United States Food and Drug Administration 
Consumer Complaint/ Injury Report 

This is an accurate reproduction of the original electronic record as of 04/23/2007 
COMPLAINT I # 29134 


Complaint Receiving Accomplishing How 
Date Organization District Received 

01/13/2005 ATL-DO ATL-DO Letter 


Complaint 

Source 

Fwiner 

Company 

Employee 


Complaint Complaint 

Received By Status 

HarriSjGeorgette Closed 
P 


Complainant Identification 


Name Address 

ANONYMOUS GA 


Phone (W) Phone (H) Source POC Name 


Source Phone 


Complaint/Injury 

ComplaintDescription AdverseEvent Adverse Event Injury /Illness 

Result Date 

Complainant, who wishes to remain anonymous, reports issues at None 
firm, to include: poor sanitation practices, poor quality program 
management and poor facilities maintenance. See attachment for 
additional details. 

Notify Notification Attended Required Emergency Room / Reported Need addnl. 

DEIO/EMOPS? Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact? 

No 

Remarks 

Complaint Symptoms 

SymptoD System Affected Onset Time Duration 

Health Care Professional 

Provider Name Address Phone 

Hospital Informado 

Hospital Name Address Phone 

Emergency Room/Outhatient Visit 

Hospital Name Address Phone 

Product and Labeling 

Brand Name Product Name Product Cod lYoduct Description 

various 23CYT07 Peanut, BuHer;NotElsewhe 

Classified (NEC);Packaged Food 
(Not COTomercially Sterile) 


Remarks 

Occupation 

Dates of Stay 

ERDate 

PAC UPC Code 


Date: 04/23/2007 


Page; i of 3 








847 


United States Food and Drug Administration 
Consumer Complaint/ Injury Report 

This is an accurate reproduction of the original electronic record as of 04/23/2007 
COMPLAINT I # 29134 


Complaint Receiving Accomplishing How 
Date Organization District Received 

01/13/2005 ATL-DO ATL-DO Letter 


Complaint 

Source 

Fwiner 

Company 

Employee 


Complaint Complaint 

Received By Status 

HarriSjGeorgette Closed 
P 


Complainant Identification 


Name Address 

ANONYMOUS GA 


Phone (W) Phone (H) Source POC Name 


Source Phone 


Complaint/Injury 

ComplaintDescription AdverseEvent Adverse Event Injury /Illness 

Result Date 

Complainant, who wishes to remain anonymous, reports issues at None 
firm, to include: poor sanitation practices, poor quality program 
management and poor facilities maintenance. See attachment for 
additional details. 

Notify Notification Attended Required Emergency Room / Reported Need addnl. 

DEIO/EMOPS? Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact? 

No 

Remarks 

Complaint Symptoms 

SymptoD System Affected Onset Time Duration 

Health Care Professional 

Provider Name Address Phone 

Hospital Informado 

Hospital Name Address Phone 

Emergency Room/Outhatient Visit 

Hospital Name Address Phone 

Product and Labeling 

Brand Name Product Name Product Cod lYoduct Description 

various 23CYT07 Peanut, BuHer;NotElsewhe 

Classified (NEC);Packaged Food 
(Not COTomercially Sterile) 


Remarks 

Occupation 

Dates of Stay 

ERDate 

PAC UPC Code 


Date: 04/23/2007 


Page; i of 3 







848 


United States Food and Drug Administration 
Consumer Complaint/ Injury Report 

This is an accurate reproduction of the original electronic record as of 04/23/2007 
COMPLAINT I # 29134 


Complaint Receiving Accomplishing How 
Date Organization District Received 

01/13/2005 ATL-DO ATL-DO Letter 


Complaint 

Source 

Fwiner 

Company 

Employee 


Complaint Complaint 

Received By Status 

HarriSjGeorgette Closed 
P 


Complainant Identification 


Name Address 

ANONYMOUS GA 


Phone (W) Phone (H) Source POC Name 


Source Phone 


Complaint/Injury 

ComplaintDescription AdverseEvent Adverse Event Injury /Illness 

Result Date 

Complainant, who wishes to remain anonymous, reports issues at None 
firm, to include: poor sanitation practices, poor quality program 
management and poor facilities maintenance. See attachment for 
additional details. 

Notify Notification Attended Required Emergency Room / Reported Need addnl. 

DEIO/EMOPS? Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact? 

No 

Remarks 

Complaint Symptoms 

SymptoD System Affected Onset Time Duration 

Health Care Professional 

Provider Name Address Phone 

Hospital Informado 

Hospital Name Address Phone 

Emergency Room/Outhatient Visit 

Hospital Name Address Phone 

Product and Labeling 

Brand Name Product Name Product Cod lYoduct Description 

various 23CYT07 Peanut, BuHer;NotElsewhe 

Classified (NEC);Packaged Food 
(Not COTomercially Sterile) 


Remarks 

Occupation 

Dates of Stay 

ERDate 

PAC UPC Code 


Date: 04/23/2007 


Page; i of 3 








849 


United States Food and Drug Administration 
Consumer Complaint/ Injury Report 

This is an accurate reproduction of the original electronic record as of 04/23/2007 
COMPLAINT I # 29134 


Complaint Receiving Accomplishing How 
Date Organization District Received 

01/13/2005 ATL-DO ATL-DO Letter 


Complaint 

Source 

Fwiner 

Company 

Employee 


Complaint Complaint 

Received By Status 

HarriSjGeorgette Closed 
P 


Complainant Identification 


Name Address 

ANONYMOUS GA 


Phone (W) Phone (H) Source POC Name 


Source Phone 


Complaint/Injury 

ComplaintDescription AdverseEvent Adverse Event Injury /Illness 

Result Date 

Complainant, who wishes to remain anonymous, reports issues at None 
firm, to include: poor sanitation practices, poor quality program 
management and poor facilities maintenance. See attachment for 
additional details. 

Notify Notification Attended Required Emergency Room / Reported Need addnl. 

DEIO/EMOPS? Date Health Professional? Hospitalization? Outpatient Visit? Complaint To? FDA Contact? 

No 

Remarks 

Complaint Symptoms 

SymptoD System Affected Onset Time Duration 

Health Care Professional 

Provider Name Address Phone 

Hospital Informado 

Hospital Name Address Phone 

Emergency Room/Outhatient Visit 

Hospital Name Address Phone 

Product and Labeling 

Brand Name Product Name Product Cod lYoduct Description 

various 23CYT07 Peanut, BuHer;NotElsewhe 

Classified (NEC);Packaged Food 
(Not COTomercially Sterile) 


Remarks 

Occupation 

Dates of Stay 

ERDate 

PAC UPC Code 


Date: 04/23/2007 


Page; i of 3 








850 


IComplaInt# 29134 ] 


Qty / Unit / Package 

Lot/ Exp/Use 

Purchase 

Product 

Amount 



Serial# by Date 

Date 

Used 

Consumed/Used 





No 


Date 

Date 

Amount 

Imported 

Country of 

Label 

Used 

Discontinued Remained 

Product? 

Origin 

Remarks 




No 



Retail 





Problem Ingredient Group 

Name 


Address 





Manufacturn'/Distribntor 

FEI Name & Address Home District Firm Type 

1038538 ConA^ Grocery Products 101 S Seabrook Dr P.O. Box 585 ATL*DO Manufacturer 

Sylvester Georgia United States 31791-0585 

initial Evaluation/Inittal Disposition 

Problem Keyword Problem Keyword Details 


Initial Evaluation Initial Disposition 

FDA Action Indicated Immediate Follow-Up 


Disposition Made By Disposition Date 

Harris, Georgette P 01/13/2005 


Initial Disposition Remarks 


Referrals 

Org Name HHS Mail Code 

There are no Cosmetics detaib for this Complaint. 

There are no Adverse Event details for this Complaint. 


Date; 04/23/2007 


Page: 2 of 3 



851 


IComplaInt# 29134 ] 


Qty / Unit / Package 

Lot/ Exp/Use 

Purchase 

Product 

Amount 



Serial# by Date 

Date 

Used 

Consumed/Used 





No 


Date 

Date 

Amount 

Imported 

Country of 

Label 

Used 

Discontinued Remained 

Product? 

Origin 

Remarks 




No 



Retail 





Problem Ingredient Group 

Name 


Address 





Manufacturn'/Distribntor 

FEI Name & Address Home District Firm Type 

1038538 ConA^ Grocery Products 101 S Seabrook Dr P.O. Box 585 ATL*DO Manufacturer 

Sylvester Georgia United States 31791-0585 

initial Evaluation/Inittal Disposition 

Problem Keyword Problem Keyword Details 


Initial Evaluation Initial Disposition 

FDA Action Indicated Immediate Follow-Up 


Disposition Made By Disposition Date 

Harris, Georgette P 01/13/2005 


Initial Disposition Remarks 


Referrals 

Org Name HHS Mail Code 

There are no Cosmetics detaib for this Complaint. 

There are no Adverse Event details for this Complaint. 


Date; 04/23/2007 


Page: 2 of 3 



852 


IComplaInt# 29134 ] 


Qty / Unit / Package 

Lot/ Exp/Use 

Purchase 

Product 

Amount 



Serial# by Date 

Date 

Used 

Consumed/Used 





No 


Date 

Date 

Amount 

Imported 

Country of 

Label 

Used 

Discontinued Remained 

Product? 

Origin 

Remarks 




No 



Retail 





Problem Ingredient Group 

Name 


Address 





Manufacturn'/Distribntor 

FEI Name & Address Home District Firm Type 

1038538 ConA^ Grocery Products 101 S Seabrook Dr P.O. Box 585 ATL*DO Manufacturer 

Sylvester Georgia United States 31791-0585 

initial Evaluation/Inittal Disposition 

Problem Keyword Problem Keyword Details 


Initial Evaluation Initial Disposition 

FDA Action Indicated Immediate Follow-Up 


Disposition Made By Disposition Date 

Harris, Georgette P 01/13/2005 


Initial Disposition Remarks 


Referrals 

Org Name HHS Mail Code 

There are no Cosmetics detaib for this Complaint. 

There are no Adverse Event details for this Complaint. 


Date; 04/23/2007 


Page: 2 of 3 



853 


IComplaInt# 29134 ] 


Qty / Unit / Package 

Lot/ Exp/Use 

Purchase 

Product 

Amount 



Serial# by Date 

Date 

Used 

Consumed/Used 





No 


Date 

Date 

Amount 

Imported 

Country of 

Label 

Used 

Discontinued Remained 

Product? 

Origin 

Remarks 




No 



Retail 





Problem Ingredient Group 

Name 


Address 





Manufacturn'/Distribntor 

FEI Name & Address Home District Firm Type 

1038538 ConA^ Grocery Products 101 S Seabrook Dr P.O. Box 585 ATL*DO Manufacturer 

Sylvester Georgia United States 31791-0585 

initial Evaluation/Inittal Disposition 

Problem Keyword Problem Keyword Details 


Initial Evaluation Initial Disposition 

FDA Action Indicated Immediate Follow-Up 


Disposition Made By Disposition Date 

Harris, Georgette P 01/13/2005 


Initial Disposition Remarks 


Referrals 

Org Name HHS Mail Code 

There are no Cosmetics detaib for this Complaint. 

There are no Adverse Event details for this Complaint. 


Date; 04/23/2007 


Page: 2 of 3 



854 


IComplaInt# 29134 ] 


Qty / Unit / Package 

Lot/ Exp/Use 

Purchase 

Product 

Amount 



Serial# by Date 

Date 

Used 

Consumed/Used 





No 


Date 

Date 

Amount 

Imported 

Country of 

Label 

Used 

Discontinued Remained 

Product? 

Origin 

Remarks 




No 



Retail 





Problem Ingredient Group 

Name 


Address 





Manufacturn'/Distribntor 

FEI Name & Address Home District Firm Type 

1038538 ConA^ Grocery Products 101 S Seabrook Dr P.O. Box 585 ATL*DO Manufacturer 

Sylvester Georgia United States 31791-0585 

initial Evaluation/Inittal Disposition 

Problem Keyword Problem Keyword Details 


Initial Evaluation Initial Disposition 

FDA Action Indicated Immediate Follow-Up 


Disposition Made By Disposition Date 

Harris, Georgette P 01/13/2005 


Initial Disposition Remarks 


Referrals 

Org Name HHS Mail Code 

There are no Cosmetics detaib for this Complaint. 

There are no Adverse Event details for this Complaint. 


Date; 04/23/2007 


Page: 2 of 3 



855 


IComplaInt# 29134 ] 


Qty / Unit / Package 

Lot/ Exp/Use 

Purchase 

Product 

Amount 



Serial# by Date 

Date 

Used 

Consumed/Used 





No 


Date 

Date 

Amount 

Imported 

Country of 

Label 

Used 

Discontinued Remained 

Product? 

Origin 

Remarks 




No 



Retail 





Problem Ingredient Group 

Name 


Address 





Manufacturn'/Distribntor 

FEI Name & Address Home District Firm Type 

1038538 ConA^ Grocery Products 101 S Seabrook Dr P.O. Box 585 ATL*DO Manufacturer 

Sylvester Georgia United States 31791-0585 

initial Evaluation/Inittal Disposition 

Problem Keyword Problem Keyword Details 


Initial Evaluation Initial Disposition 

FDA Action Indicated Immediate Follow-Up 


Disposition Made By Disposition Date 

Harris, Georgette P 01/13/2005 


Initial Disposition Remarks 


Referrals 

Org Name HHS Mail Code 

There are no Cosmetics detaib for this Complaint. 

There are no Adverse Event details for this Complaint. 


Date; 04/23/2007 


Page: 2 of 3 



856 


IComplaInt# 29134 ] 


Qty / Unit / Package 

Lot/ Exp/Use 

Purchase 

Product 

Amount 



Serial# by Date 

Date 

Used 

Consumed/Used 





No 


Date 

Date 

Amount 

Imported 

Country of 

Label 

Used 

Discontinued Remained 

Product? 

Origin 

Remarks 




No 



Retail 





Problem Ingredient Group 

Name 


Address 





Manufacturn'/Distribntor 

FEI Name & Address Home District Firm Type 

1038538 ConA^ Grocery Products 101 S Seabrook Dr P.O. Box 585 ATL*DO Manufacturer 

Sylvester Georgia United States 31791-0585 

initial Evaluation/Inittal Disposition 

Problem Keyword Problem Keyword Details 


Initial Evaluation Initial Disposition 

FDA Action Indicated Immediate Follow-Up 


Disposition Made By Disposition Date 

Harris, Georgette P 01/13/2005 


Initial Disposition Remarks 


Referrals 

Org Name HHS Mail Code 

There are no Cosmetics detaib for this Complaint. 

There are no Adverse Event details for this Complaint. 


Date; 04/23/2007 


Page: 2 of 3 



857 


IComplaInt# 29134 ] 


Qty / Unit / Package 

Lot/ Exp/Use 

Purchase 

Product 

Amount 



Serial# by Date 

Date 

Used 

Consumed/Used 





No 


Date 

Date 

Amount 

Imported 

Country of 

Label 

Used 

Discontinued Remained 

Product? 

Origin 

Remarks 




No 



Retail 





Problem Ingredient Group 

Name 


Address 





Manufacturn'/Distribntor 

FEI Name & Address Home District Firm Type 

1038538 ConA^ Grocery Products 101 S Seabrook Dr P.O. Box 585 ATL*DO Manufacturer 

Sylvester Georgia United States 31791-0585 

initial Evaluation/Inittal Disposition 

Problem Keyword Problem Keyword Details 


Initial Evaluation Initial Disposition 

FDA Action Indicated Immediate Follow-Up 


Disposition Made By Disposition Date 

Harris, Georgette P 01/13/2005 


Initial Disposition Remarks 


Referrals 

Org Name HHS Mail Code 

There are no Cosmetics detaib for this Complaint. 

There are no Adverse Event details for this Complaint. 


Date; 04/23/2007 


Page: 2 of 3 



858 


IComplaInt# 29134 ] 


Qty / Unit / Package 

Lot/ Exp/Use 

Purchase 

Product 

Amount 



Serial# by Date 

Date 

Used 

Consumed/Used 





No 


Date 

Date 

Amount 

Imported 

Country of 

Label 

Used 

Discontinued Remained 

Product? 

Origin 

Remarks 




No 



Retail 





Problem Ingredient Group 

Name 


Address 





Manufacturn'/Distribntor 

FEI Name & Address Home District Firm Type 

1038538 ConA^ Grocery Products 101 S Seabrook Dr P.O. Box 585 ATL*DO Manufacturer 

Sylvester Georgia United States 31791-0585 

initial Evaluation/Inittal Disposition 

Problem Keyword Problem Keyword Details 


Initial Evaluation Initial Disposition 

FDA Action Indicated Immediate Follow-Up 


Disposition Made By Disposition Date 

Harris, Georgette P 01/13/2005 


Initial Disposition Remarks 


Referrals 

Org Name HHS Mail Code 

There are no Cosmetics detaib for this Complaint. 

There are no Adverse Event details for this Complaint. 


Date; 04/23/2007 


Page: 2 of 3 



859 


IComplaInt# 29134 ] 


Qty / Unit / Package 

Lot/ Exp/Use 

Purchase 

Product 

Amount 



Serial# by Date 

Date 

Used 

Consumed/Used 





No 


Date 

Date 

Amount 

Imported 

Country of 

Label 

Used 

Discontinued Remained 

Product? 

Origin 

Remarks 




No 



Retail 





Problem Ingredient Group 

Name 


Address 





Manufacturn'/Distribntor 

FEI Name & Address Home District Firm Type 

1038538 ConA^ Grocery Products 101 S Seabrook Dr P.O. Box 585 ATL*DO Manufacturer 

Sylvester Georgia United States 31791-0585 

initial Evaluation/Inittal Disposition 

Problem Keyword Problem Keyword Details 


Initial Evaluation Initial Disposition 

FDA Action Indicated Immediate Follow-Up 


Disposition Made By Disposition Date 

Harris, Georgette P 01/13/2005 


Initial Disposition Remarks 


Referrals 

Org Name HHS Mail Code 

There are no Cosmetics detaib for this Complaint. 

There are no Adverse Event details for this Complaint. 


Date; 04/23/2007 


Page: 2 of 3 



860 



Icomplaint #29134 

COMPLAINTS FOLLOW - UP 



Grouped Follow - Up Operarip iis 


Operation 

Id 

Operation 

Code 

Assignment 

Number 

Accomplishing 

Organization 

Performing 

Organization 

Sample 

Number 

PAF 

Status 

Status 

Date 

2232873 

13 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/17/2005 

2236760 

12 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/11/2005 

2291937 

31 

604839 

ATL-DO 

ATL-IB-BB 

308388 


Completed 

02/25/2005 

2292631 

41 

604839 

SRL 

SRL-MBTK 

308388-0 

MIC 

Completed 

03/09/2005 

Disposition Summary 








Is Consumer 
Responsible? 

Responsible 

FEI 

Address 


Name 



Firm Type 


No 1038538 101 S SeabrookDr P.O. Box 585 ConAgra Grocery Products Manufacturer 

Sylvester Georgia United States 
31791-0585 

Follow-Up Disposition Disposition Made By Disposition Date 

Surveillance Information for Harris, Georgette P 03/31/2005 

Next El 

Disposition Remarks 


FoUow-Up Sent To 

Organization Name HHS Mail Code 


Date: 04/23/2007 


Page: 3 of 3 




861 



Icomplaint #29134 

COMPLAINTS FOLLOW - UP 



Grouped Follow - Up Operarip iis 


Operation 

Id 

Operation 

Code 

Assignment 

Number 

Accomplishing 

Organization 

Performing 

Organization 

Sample 

Number 

PAF 

Status 

Status 

Date 

2232873 

13 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/17/2005 

2236760 

12 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/11/2005 

2291937 

31 

604839 

ATL-DO 

ATL-IB-BB 

308388 


Completed 

02/25/2005 

2292631 

41 

604839 

SRL 

SRL-MBTK 

308388-0 

MIC 

Completed 

03/09/2005 

Disposition Summary 








Is Consumer 
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Icomplaint #29134 

COMPLAINTS FOLLOW - UP 



Grouped Follow - Up Operarip iis 


Operation 

Id 

Operation 

Code 

Assignment 

Number 

Accomplishing 

Organization 

Performing 

Organization 

Sample 

Number 

PAF 

Status 

Status 

Date 

2232873 

13 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/17/2005 

2236760 

12 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/11/2005 

2291937 

31 

604839 

ATL-DO 

ATL-IB-BB 

308388 


Completed 

02/25/2005 

2292631 

41 

604839 

SRL 

SRL-MBTK 

308388-0 

MIC 

Completed 

03/09/2005 
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Icomplaint #29134 

COMPLAINTS FOLLOW - UP 



Grouped Follow - Up Operarip iis 


Operation 

Id 

Operation 

Code 

Assignment 

Number 

Accomplishing 

Organization 

Performing 

Organization 

Sample 

Number 

PAF 

Status 

Status 

Date 

2232873 

13 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/17/2005 

2236760 

12 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/11/2005 

2291937 

31 

604839 

ATL-DO 

ATL-IB-BB 

308388 


Completed 

02/25/2005 

2292631 

41 

604839 

SRL 

SRL-MBTK 

308388-0 

MIC 

Completed 

03/09/2005 

Disposition Summary 
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Icomplaint #29134 

COMPLAINTS FOLLOW - UP 



Grouped Follow - Up Operarip iis 


Operation 

Id 

Operation 

Code 

Assignment 

Number 

Accomplishing 

Organization 

Performing 

Organization 

Sample 

Number 

PAF 

Status 

Status 

Date 

2232873 

13 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/17/2005 

2236760 

12 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/11/2005 

2291937 

31 

604839 

ATL-DO 

ATL-IB-BB 

308388 


Completed 

02/25/2005 

2292631 

41 

604839 

SRL 

SRL-MBTK 

308388-0 

MIC 

Completed 

03/09/2005 

Disposition Summary 
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Icomplaint #29134 

COMPLAINTS FOLLOW - UP 



Grouped Follow - Up Operarip iis 


Operation 

Id 

Operation 

Code 

Assignment 

Number 

Accomplishing 

Organization 

Performing 

Organization 

Sample 

Number 

PAF 

Status 

Status 

Date 

2232873 

13 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/17/2005 

2236760 

12 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/11/2005 

2291937 

31 

604839 

ATL-DO 

ATL-IB-BB 

308388 


Completed 

02/25/2005 

2292631 

41 

604839 

SRL 

SRL-MBTK 

308388-0 

MIC 

Completed 

03/09/2005 

Disposition Summary 
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Icomplaint #29134 

COMPLAINTS FOLLOW - UP 



Grouped Follow - Up Operarip iis 


Operation 

Id 

Operation 

Code 

Assignment 

Number 

Accomplishing 

Organization 

Performing 

Organization 

Sample 

Number 

PAF 

Status 

Status 

Date 

2232873 

13 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/17/2005 

2236760 

12 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/11/2005 

2291937 

31 

604839 

ATL-DO 

ATL-IB-BB 

308388 


Completed 

02/25/2005 

2292631 

41 

604839 

SRL 

SRL-MBTK 

308388-0 

MIC 

Completed 

03/09/2005 

Disposition Summary 
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Icomplaint #29134 

COMPLAINTS FOLLOW - UP 



Grouped Follow - Up Operarip iis 


Operation 

Id 

Operation 

Code 

Assignment 

Number 

Accomplishing 

Organization 

Performing 

Organization 

Sample 

Number 

PAF 

Status 

Status 

Date 

2232873 

13 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/17/2005 

2236760 

12 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/11/2005 

2291937 

31 

604839 

ATL-DO 

ATL-IB-BB 

308388 


Completed 

02/25/2005 

2292631 

41 

604839 

SRL 

SRL-MBTK 

308388-0 

MIC 

Completed 

03/09/2005 

Disposition Summary 
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Icomplaint #29134 

COMPLAINTS FOLLOW - UP 



Grouped Follow - Up Operarip iis 


Operation 

Id 

Operation 

Code 

Assignment 

Number 

Accomplishing 

Organization 

Performing 

Organization 

Sample 

Number 

PAF 

Status 

Status 

Date 

2232873 

13 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/17/2005 

2236760 

12 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/11/2005 

2291937 

31 

604839 

ATL-DO 

ATL-IB-BB 

308388 


Completed 

02/25/2005 

2292631 

41 

604839 

SRL 

SRL-MBTK 

308388-0 

MIC 

Completed 

03/09/2005 

Disposition Summary 
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Icomplaint #29134 

COMPLAINTS FOLLOW - UP 



Grouped Follow - Up Operarip iis 


Operation 

Id 

Operation 

Code 

Assignment 

Number 

Accomplishing 

Organization 

Performing 

Organization 

Sample 

Number 

PAF 

Status 

Status 

Date 

2232873 

13 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/17/2005 

2236760 

12 

604839 

ATL-DO 

ATL-IB-BB 



Completed 

03/11/2005 

2291937 

31 

604839 

ATL-DO 

ATL-IB-BB 

308388 


Completed 

02/25/2005 

2292631 

41 

604839 

SRL 

SRL-MBTK 

308388-0 

MIC 

Completed 

03/09/2005 

Disposition Summary 
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Establishment Inspection Report 

ConAgra Grocery Products 
Sylvester, GA 31791-0585 


870 


FEI: 
El Start: 
El End: 


1038538 

02/23/2005 

02/24/2005 


SUMMARY 


The current inspection of this large peanut butter manufacturer was conducted under the Domestic 
Food Safety Program, CP 7303.803, and in response to several complaints (FACTS Numbers 24675, 
25509, 27728, 27977, and 28611, received from 4/16/04 to 12/8/04) including most recently, a 
written complaint (FACTS Number 29134 dated 1/13/05) from an individual requesting anonymity. 

The latter complaint included some specific allegations (microbial problems at the firm in October of 
2004, insect infestation, etc.) that in summary allege generally poor in-plant sanitation and 
maintenance and poor quality program management. To preserve the requested anonymity, the copy 
of the written complaint received by Tifton RP is not attached to this report, but is submitted to the 
district under separate cover. 


The firm continues to function as the only manufacturer of Peter Pan brand of peanut butter, and one 
of at least two producers of Great Value (a Wal-Mart label) of peanut butter. During this inspection 
the firm produced Peter Pan Creamy Peanut butter in 18 and 28 oz. plastic jars and in a 6 lb. 
laminated can. Inspection covered general sanitation and pest control, maintenance of equipment 
including new equipment installation, complaint handling, and quality control activities including 
finished product testing and release. 

Inspection revealed the following concerns: 2 areas on production lines where filled containers of 
peanut butter were not completely covered from overhead contamination, an accumulation of 
spillage and or dust at wall/floor juncture around air handling cabinet in the ingredients room, and a 
temporary baffle made of cardboard in use on an empty jar line. Insect evidence observed was 
limited to a single moth flying in the enclosed garage area where bulk trucks of peanuts are 
pneumatically unloaded. Examination of raw and roasted peanut cleaning, sorting and blanching 
equipment, including elevator boots and buckets and aspiration collection points and discharges 
revealed no apparent insect activity. No FDA-483 was issued and the concerns were verbally 
discussed with management. 

During the inspection, covers were placed over the exposed areas on the 2 production lines, and the 
cardboard baffle was discarded. 

Management verbally reported that each day’s production is tested in-house for Salmonella and 
coliforms prior to release of the production for sale. Firm acknowledged that there was some 
production in October that did not meet product specifications and was put on a Micro hold, and was 
subsequently destroyed. However, management would not report the exact reason for the hold, nor 
the amount of product affected. 
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Establishment Inspection Report 

ConAgra Grocery Products 
Sylvester, GA 31791-0585 


871 


FEI: 
El Start: 
El End: 


1038538 

02/23/2005 

02/24/2005 


SUMMARY 


The current inspection of this large peanut butter manufacturer was conducted under the Domestic 
Food Safety Program, CP 7303.803, and in response to several complaints (FACTS Numbers 24675, 
25509, 27728, 27977, and 28611, received from 4/16/04 to 12/8/04) including most recently, a 
written complaint (FACTS Number 29134 dated 1/13/05) from an individual requesting anonymity. 

The latter complaint included some specific allegations (microbial problems at the firm in October of 
2004, insect infestation, etc.) that in summary allege generally poor in-plant sanitation and 
maintenance and poor quality program management. To preserve the requested anonymity, the copy 
of the written complaint received by Tifton RP is not attached to this report, but is submitted to the 
district under separate cover. 


The firm continues to function as the only manufacturer of Peter Pan brand of peanut butter, and one 
of at least two producers of Great Value (a Wal-Mart label) of peanut butter. During this inspection 
the firm produced Peter Pan Creamy Peanut butter in 18 and 28 oz. plastic jars and in a 6 lb. 
laminated can. Inspection covered general sanitation and pest control, maintenance of equipment 
including new equipment installation, complaint handling, and quality control activities including 
finished product testing and release. 

Inspection revealed the following concerns: 2 areas on production lines where filled containers of 
peanut butter were not completely covered from overhead contamination, an accumulation of 
spillage and or dust at wall/floor juncture around air handling cabinet in the ingredients room, and a 
temporary baffle made of cardboard in use on an empty jar line. Insect evidence observed was 
limited to a single moth flying in the enclosed garage area where bulk trucks of peanuts are 
pneumatically unloaded. Examination of raw and roasted peanut cleaning, sorting and blanching 
equipment, including elevator boots and buckets and aspiration collection points and discharges 
revealed no apparent insect activity. No FDA-483 was issued and the concerns were verbally 
discussed with management. 

During the inspection, covers were placed over the exposed areas on the 2 production lines, and the 
cardboard baffle was discarded. 

Management verbally reported that each day’s production is tested in-house for Salmonella and 
coliforms prior to release of the production for sale. Firm acknowledged that there was some 
production in October that did not meet product specifications and was put on a Micro hold, and was 
subsequently destroyed. However, management would not report the exact reason for the hold, nor 
the amount of product affected. 
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Establishment Inspection Report 

ConAgra Grocery Products 
Sylvester, GA 31791-0585 


872 


FEI: 
El Start: 
El End: 


1038538 

02/23/2005 

02/24/2005 


SUMMARY 


The current inspection of this large peanut butter manufacturer was conducted under the Domestic 
Food Safety Program, CP 7303.803, and in response to several complaints (FACTS Numbers 24675, 
25509, 27728, 27977, and 28611, received from 4/16/04 to 12/8/04) including most recently, a 
written complaint (FACTS Number 29134 dated 1/13/05) from an individual requesting anonymity. 

The latter complaint included some specific allegations (microbial problems at the firm in October of 
2004, insect infestation, etc.) that in summary allege generally poor in-plant sanitation and 
maintenance and poor quality program management. To preserve the requested anonymity, the copy 
of the written complaint received by Tifton RP is not attached to this report, but is submitted to the 
district under separate cover. 


The firm continues to function as the only manufacturer of Peter Pan brand of peanut butter, and one 
of at least two producers of Great Value (a Wal-Mart label) of peanut butter. During this inspection 
the firm produced Peter Pan Creamy Peanut butter in 18 and 28 oz. plastic jars and in a 6 lb. 
laminated can. Inspection covered general sanitation and pest control, maintenance of equipment 
including new equipment installation, complaint handling, and quality control activities including 
finished product testing and release. 

Inspection revealed the following concerns: 2 areas on production lines where filled containers of 
peanut butter were not completely covered from overhead contamination, an accumulation of 
spillage and or dust at wall/floor juncture around air handling cabinet in the ingredients room, and a 
temporary baffle made of cardboard in use on an empty jar line. Insect evidence observed was 
limited to a single moth flying in the enclosed garage area where bulk trucks of peanuts are 
pneumatically unloaded. Examination of raw and roasted peanut cleaning, sorting and blanching 
equipment, including elevator boots and buckets and aspiration collection points and discharges 
revealed no apparent insect activity. No FDA-483 was issued and the concerns were verbally 
discussed with management. 

During the inspection, covers were placed over the exposed areas on the 2 production lines, and the 
cardboard baffle was discarded. 

Management verbally reported that each day’s production is tested in-house for Salmonella and 
coliforms prior to release of the production for sale. Firm acknowledged that there was some 
production in October that did not meet product specifications and was put on a Micro hold, and was 
subsequently destroyed. However, management would not report the exact reason for the hold, nor 
the amount of product affected. 




1 of 13 



Establishment Inspection Report 

ConAgra Grocery Products 
Sylvester, GA 31791-0585 


873 


FEI: 
El Start: 
El End: 


1038538 

02/23/2005 

02/24/2005 


SUMMARY 


The current inspection of this large peanut butter manufacturer was conducted under the Domestic 
Food Safety Program, CP 7303.803, and in response to several complaints (FACTS Numbers 24675, 
25509, 27728, 27977, and 28611, received from 4/16/04 to 12/8/04) including most recently, a 
written complaint (FACTS Number 29134 dated 1/13/05) from an individual requesting anonymity. 

The latter complaint included some specific allegations (microbial problems at the firm in October of 
2004, insect infestation, etc.) that in summary allege generally poor in-plant sanitation and 
maintenance and poor quality program management. To preserve the requested anonymity, the copy 
of the written complaint received by Tifton RP is not attached to this report, but is submitted to the 
district under separate cover. 


The firm continues to function as the only manufacturer of Peter Pan brand of peanut butter, and one 
of at least two producers of Great Value (a Wal-Mart label) of peanut butter. During this inspection 
the firm produced Peter Pan Creamy Peanut butter in 18 and 28 oz. plastic jars and in a 6 lb. 
laminated can. Inspection covered general sanitation and pest control, maintenance of equipment 
including new equipment installation, complaint handling, and quality control activities including 
finished product testing and release. 

Inspection revealed the following concerns: 2 areas on production lines where filled containers of 
peanut butter were not completely covered from overhead contamination, an accumulation of 
spillage and or dust at wall/floor juncture around air handling cabinet in the ingredients room, and a 
temporary baffle made of cardboard in use on an empty jar line. Insect evidence observed was 
limited to a single moth flying in the enclosed garage area where bulk trucks of peanuts are 
pneumatically unloaded. Examination of raw and roasted peanut cleaning, sorting and blanching 
equipment, including elevator boots and buckets and aspiration collection points and discharges 
revealed no apparent insect activity. No FDA-483 was issued and the concerns were verbally 
discussed with management. 

During the inspection, covers were placed over the exposed areas on the 2 production lines, and the 
cardboard baffle was discarded. 

Management verbally reported that each day’s production is tested in-house for Salmonella and 
coliforms prior to release of the production for sale. Firm acknowledged that there was some 
production in October that did not meet product specifications and was put on a Micro hold, and was 
subsequently destroyed. However, management would not report the exact reason for the hold, nor 
the amount of product affected. 
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Establishment Inspection Report 

ConAgra Grocery Products 
Sylvester, GA 31791-0585 


874 


FEI: 
El Start: 
El End: 


1038538 

02/23/2005 

02/24/2005 


SUMMARY 


The current inspection of this large peanut butter manufacturer was conducted under the Domestic 
Food Safety Program, CP 7303.803, and in response to several complaints (FACTS Numbers 24675, 
25509, 27728, 27977, and 28611, received from 4/16/04 to 12/8/04) including most recently, a 
written complaint (FACTS Number 29134 dated 1/13/05) from an individual requesting anonymity. 

The latter complaint included some specific allegations (microbial problems at the firm in October of 
2004, insect infestation, etc.) that in summary allege generally poor in-plant sanitation and 
maintenance and poor quality program management. To preserve the requested anonymity, the copy 
of the written complaint received by Tifton RP is not attached to this report, but is submitted to the 
district under separate cover. 


The firm continues to function as the only manufacturer of Peter Pan brand of peanut butter, and one 
of at least two producers of Great Value (a Wal-Mart label) of peanut butter. During this inspection 
the firm produced Peter Pan Creamy Peanut butter in 18 and 28 oz. plastic jars and in a 6 lb. 
laminated can. Inspection covered general sanitation and pest control, maintenance of equipment 
including new equipment installation, complaint handling, and quality control activities including 
finished product testing and release. 

Inspection revealed the following concerns: 2 areas on production lines where filled containers of 
peanut butter were not completely covered from overhead contamination, an accumulation of 
spillage and or dust at wall/floor juncture around air handling cabinet in the ingredients room, and a 
temporary baffle made of cardboard in use on an empty jar line. Insect evidence observed was 
limited to a single moth flying in the enclosed garage area where bulk trucks of peanuts are 
pneumatically unloaded. Examination of raw and roasted peanut cleaning, sorting and blanching 
equipment, including elevator boots and buckets and aspiration collection points and discharges 
revealed no apparent insect activity. No FDA-483 was issued and the concerns were verbally 
discussed with management. 

During the inspection, covers were placed over the exposed areas on the 2 production lines, and the 
cardboard baffle was discarded. 

Management verbally reported that each day’s production is tested in-house for Salmonella and 
coliforms prior to release of the production for sale. Firm acknowledged that there was some 
production in October that did not meet product specifications and was put on a Micro hold, and was 
subsequently destroyed. However, management would not report the exact reason for the hold, nor 
the amount of product affected. 
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Establishment Inspection Report 

ConAgra Grocery Products 
Sylvester, GA 31791-0585 


875 


FEI: 
El Start: 
El End: 


1038538 

02/23/2005 

02/24/2005 


SUMMARY 


The current inspection of this large peanut butter manufacturer was conducted under the Domestic 
Food Safety Program, CP 7303.803, and in response to several complaints (FACTS Numbers 24675, 
25509, 27728, 27977, and 28611, received from 4/16/04 to 12/8/04) including most recently, a 
written complaint (FACTS Number 29134 dated 1/13/05) from an individual requesting anonymity. 

The latter complaint included some specific allegations (microbial problems at the firm in October of 
2004, insect infestation, etc.) that in summary allege generally poor in-plant sanitation and 
maintenance and poor quality program management. To preserve the requested anonymity, the copy 
of the written complaint received by Tifton RP is not attached to this report, but is submitted to the 
district under separate cover. 


The firm continues to function as the only manufacturer of Peter Pan brand of peanut butter, and one 
of at least two producers of Great Value (a Wal-Mart label) of peanut butter. During this inspection 
the firm produced Peter Pan Creamy Peanut butter in 18 and 28 oz. plastic jars and in a 6 lb. 
laminated can. Inspection covered general sanitation and pest control, maintenance of equipment 
including new equipment installation, complaint handling, and quality control activities including 
finished product testing and release. 

Inspection revealed the following concerns: 2 areas on production lines where filled containers of 
peanut butter were not completely covered from overhead contamination, an accumulation of 
spillage and or dust at wall/floor juncture around air handling cabinet in the ingredients room, and a 
temporary baffle made of cardboard in use on an empty jar line. Insect evidence observed was 
limited to a single moth flying in the enclosed garage area where bulk trucks of peanuts are 
pneumatically unloaded. Examination of raw and roasted peanut cleaning, sorting and blanching 
equipment, including elevator boots and buckets and aspiration collection points and discharges 
revealed no apparent insect activity. No FDA-483 was issued and the concerns were verbally 
discussed with management. 

During the inspection, covers were placed over the exposed areas on the 2 production lines, and the 
cardboard baffle was discarded. 

Management verbally reported that each day’s production is tested in-house for Salmonella and 
coliforms prior to release of the production for sale. Firm acknowledged that there was some 
production in October that did not meet product specifications and was put on a Micro hold, and was 
subsequently destroyed. However, management would not report the exact reason for the hold, nor 
the amount of product affected. 
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ConAgra Grocery Products 
Sylvester, GA 31791-0585 
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FEI: 
El Start: 
El End: 


1038538 

02/23/2005 

02/24/2005 


SUMMARY 


The current inspection of this large peanut butter manufacturer was conducted under the Domestic 
Food Safety Program, CP 7303.803, and in response to several complaints (FACTS Numbers 24675, 
25509, 27728, 27977, and 28611, received from 4/16/04 to 12/8/04) including most recently, a 
written complaint (FACTS Number 29134 dated 1/13/05) from an individual requesting anonymity. 

The latter complaint included some specific allegations (microbial problems at the firm in October of 
2004, insect infestation, etc.) that in summary allege generally poor in-plant sanitation and 
maintenance and poor quality program management. To preserve the requested anonymity, the copy 
of the written complaint received by Tifton RP is not attached to this report, but is submitted to the 
district under separate cover. 


The firm continues to function as the only manufacturer of Peter Pan brand of peanut butter, and one 
of at least two producers of Great Value (a Wal-Mart label) of peanut butter. During this inspection 
the firm produced Peter Pan Creamy Peanut butter in 18 and 28 oz. plastic jars and in a 6 lb. 
laminated can. Inspection covered general sanitation and pest control, maintenance of equipment 
including new equipment installation, complaint handling, and quality control activities including 
finished product testing and release. 

Inspection revealed the following concerns: 2 areas on production lines where filled containers of 
peanut butter were not completely covered from overhead contamination, an accumulation of 
spillage and or dust at wall/floor juncture around air handling cabinet in the ingredients room, and a 
temporary baffle made of cardboard in use on an empty jar line. Insect evidence observed was 
limited to a single moth flying in the enclosed garage area where bulk trucks of peanuts are 
pneumatically unloaded. Examination of raw and roasted peanut cleaning, sorting and blanching 
equipment, including elevator boots and buckets and aspiration collection points and discharges 
revealed no apparent insect activity. No FDA-483 was issued and the concerns were verbally 
discussed with management. 

During the inspection, covers were placed over the exposed areas on the 2 production lines, and the 
cardboard baffle was discarded. 

Management verbally reported that each day’s production is tested in-house for Salmonella and 
coliforms prior to release of the production for sale. Firm acknowledged that there was some 
production in October that did not meet product specifications and was put on a Micro hold, and was 
subsequently destroyed. However, management would not report the exact reason for the hold, nor 
the amount of product affected. 




1 of 13 



Establishment Inspection Report 

ConAgra Grocery Products 
Sylvester, GA 31791-0585 


877 


FEI: 
El Start: 
El End: 


1038538 

02/23/2005 

02/24/2005 


SUMMARY 


The current inspection of this large peanut butter manufacturer was conducted under the Domestic 
Food Safety Program, CP 7303.803, and in response to several complaints (FACTS Numbers 24675, 
25509, 27728, 27977, and 28611, received from 4/16/04 to 12/8/04) including most recently, a 
written complaint (FACTS Number 29134 dated 1/13/05) from an individual requesting anonymity. 

The latter complaint included some specific allegations (microbial problems at the firm in October of 
2004, insect infestation, etc.) that in summary allege generally poor in-plant sanitation and 
maintenance and poor quality program management. To preserve the requested anonymity, the copy 
of the written complaint received by Tifton RP is not attached to this report, but is submitted to the 
district under separate cover. 


The firm continues to function as the only manufacturer of Peter Pan brand of peanut butter, and one 
of at least two producers of Great Value (a Wal-Mart label) of peanut butter. During this inspection 
the firm produced Peter Pan Creamy Peanut butter in 18 and 28 oz. plastic jars and in a 6 lb. 
laminated can. Inspection covered general sanitation and pest control, maintenance of equipment 
including new equipment installation, complaint handling, and quality control activities including 
finished product testing and release. 

Inspection revealed the following concerns: 2 areas on production lines where filled containers of 
peanut butter were not completely covered from overhead contamination, an accumulation of 
spillage and or dust at wall/floor juncture around air handling cabinet in the ingredients room, and a 
temporary baffle made of cardboard in use on an empty jar line. Insect evidence observed was 
limited to a single moth flying in the enclosed garage area where bulk trucks of peanuts are 
pneumatically unloaded. Examination of raw and roasted peanut cleaning, sorting and blanching 
equipment, including elevator boots and buckets and aspiration collection points and discharges 
revealed no apparent insect activity. No FDA-483 was issued and the concerns were verbally 
discussed with management. 

During the inspection, covers were placed over the exposed areas on the 2 production lines, and the 
cardboard baffle was discarded. 

Management verbally reported that each day’s production is tested in-house for Salmonella and 
coliforms prior to release of the production for sale. Firm acknowledged that there was some 
production in October that did not meet product specifications and was put on a Micro hold, and was 
subsequently destroyed. However, management would not report the exact reason for the hold, nor 
the amount of product affected. 
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SUMMARY 


The current inspection of this large peanut butter manufacturer was conducted under the Domestic 
Food Safety Program, CP 7303.803, and in response to several complaints (FACTS Numbers 24675, 
25509, 27728, 27977, and 28611, received from 4/16/04 to 12/8/04) including most recently, a 
written complaint (FACTS Number 29134 dated 1/13/05) from an individual requesting anonymity. 

The latter complaint included some specific allegations (microbial problems at the firm in October of 
2004, insect infestation, etc.) that in summary allege generally poor in-plant sanitation and 
maintenance and poor quality program management. To preserve the requested anonymity, the copy 
of the written complaint received by Tifton RP is not attached to this report, but is submitted to the 
district under separate cover. 


The firm continues to function as the only manufacturer of Peter Pan brand of peanut butter, and one 
of at least two producers of Great Value (a Wal-Mart label) of peanut butter. During this inspection 
the firm produced Peter Pan Creamy Peanut butter in 18 and 28 oz. plastic jars and in a 6 lb. 
laminated can. Inspection covered general sanitation and pest control, maintenance of equipment 
including new equipment installation, complaint handling, and quality control activities including 
finished product testing and release. 

Inspection revealed the following concerns: 2 areas on production lines where filled containers of 
peanut butter were not completely covered from overhead contamination, an accumulation of 
spillage and or dust at wall/floor juncture around air handling cabinet in the ingredients room, and a 
temporary baffle made of cardboard in use on an empty jar line. Insect evidence observed was 
limited to a single moth flying in the enclosed garage area where bulk trucks of peanuts are 
pneumatically unloaded. Examination of raw and roasted peanut cleaning, sorting and blanching 
equipment, including elevator boots and buckets and aspiration collection points and discharges 
revealed no apparent insect activity. No FDA-483 was issued and the concerns were verbally 
discussed with management. 

During the inspection, covers were placed over the exposed areas on the 2 production lines, and the 
cardboard baffle was discarded. 

Management verbally reported that each day’s production is tested in-house for Salmonella and 
coliforms prior to release of the production for sale. Firm acknowledged that there was some 
production in October that did not meet product specifications and was put on a Micro hold, and was 
subsequently destroyed. However, management would not report the exact reason for the hold, nor 
the amount of product affected. 
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SUMMARY 


The current inspection of this large peanut butter manufacturer was conducted under the Domestic 
Food Safety Program, CP 7303.803, and in response to several complaints (FACTS Numbers 24675, 
25509, 27728, 27977, and 28611, received from 4/16/04 to 12/8/04) including most recently, a 
written complaint (FACTS Number 29134 dated 1/13/05) from an individual requesting anonymity. 

The latter complaint included some specific allegations (microbial problems at the firm in October of 
2004, insect infestation, etc.) that in summary allege generally poor in-plant sanitation and 
maintenance and poor quality program management. To preserve the requested anonymity, the copy 
of the written complaint received by Tifton RP is not attached to this report, but is submitted to the 
district under separate cover. 


The firm continues to function as the only manufacturer of Peter Pan brand of peanut butter, and one 
of at least two producers of Great Value (a Wal-Mart label) of peanut butter. During this inspection 
the firm produced Peter Pan Creamy Peanut butter in 18 and 28 oz. plastic jars and in a 6 lb. 
laminated can. Inspection covered general sanitation and pest control, maintenance of equipment 
including new equipment installation, complaint handling, and quality control activities including 
finished product testing and release. 

Inspection revealed the following concerns: 2 areas on production lines where filled containers of 
peanut butter were not completely covered from overhead contamination, an accumulation of 
spillage and or dust at wall/floor juncture around air handling cabinet in the ingredients room, and a 
temporary baffle made of cardboard in use on an empty jar line. Insect evidence observed was 
limited to a single moth flying in the enclosed garage area where bulk trucks of peanuts are 
pneumatically unloaded. Examination of raw and roasted peanut cleaning, sorting and blanching 
equipment, including elevator boots and buckets and aspiration collection points and discharges 
revealed no apparent insect activity. No FDA-483 was issued and the concerns were verbally 
discussed with management. 

During the inspection, covers were placed over the exposed areas on the 2 production lines, and the 
cardboard baffle was discarded. 

Management verbally reported that each day’s production is tested in-house for Salmonella and 
coliforms prior to release of the production for sale. Firm acknowledged that there was some 
production in October that did not meet product specifications and was put on a Micro hold, and was 
subsequently destroyed. However, management would not report the exact reason for the hold, nor 
the amount of product affected. 
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The firm did provide a review of micro testing results on 2 dates in October that were reported to be 
2 dates on which new votators (heat exchangers) were placed on line after having been cleaned and 
sanitized. Tests on both dates were “negative” for Salmonella and coliforms. 

Sample 308388, Peter Pan Peter Butter in 18 oz. jars and packaged on 2/24/05, was collected and 
submitted to SRL for microbial analysis per PAC 03803D. 


ADMINISTRATIVE DATA 


Inspected firm; 
Location: 


Phone 

FAX 

Mailing address 


ConAgra Grocery Products 
101 S Seabrook Dr 
P.O. Box 585 

Sylvester, GA 31791-0585 
229776-8811 

101 S Seabrook Dr/Pob 585 
Sylvester, G A 31791 


Dates of inspection: 2/23/2005, 2/24/2005 
Days in the facility: 2 

Participants: Jackie M Douglas, Investigator 


HISTORY 

This firm is part of ConAgra Grocery Products Company, which is a division of ConAgra Foods, 

Inc, The division office is located in Irvine, CA. ConAgra Foods, Inc. is located in Omaha, NE, and 
per the Nebraska secretary of State’s web posting, is a foreign corporation incorporated in Delaware 
in 1976, with the registered agent identified as McGrath, North, Mullin, & Kratz, PC, 1601 Dodge 
Street, Omaha, NE. 

The Sylvester, GA firm is reported to be the only facility manufacturing Peter Pan Peanut Butter. 

The firm also manufactures Great Value Peanut Butter, a brand sold by Wal-Mart and Sam’s 
Wholesale stores. The firm has no FDA regulatory history. 

The previous FDA inspection here was 8/4/2000 and was limited to a follow up of 4 ppb aflatoxin 
B1 found in a surveillance sample of peanut butter. The firm refused to provide review of production 
and shipping records for the specific lot without a written request. No FDA-483 was issued. Previous 


2 of 13 



Establishment Inspection Report 

ConAgra Grocery Products 
Sylvester, GA 31791-0585 


881 


FEl 
El Start 
El End 


1038538 

02/23/2005 

02/24/2005 


The firm did provide a review of micro testing results on 2 dates in October that were reported to be 
2 dates on which new votators (heat exchangers) were placed on line after having been cleaned and 
sanitized. Tests on both dates were “negative” for Salmonella and coliforms. 

Sample 308388, Peter Pan Peter Butter in 18 oz. jars and packaged on 2/24/05, was collected and 
submitted to SRL for microbial analysis per PAC 03803D. 
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Sylvester, G A 31791 


Dates of inspection: 2/23/2005, 2/24/2005 
Days in the facility: 2 

Participants: Jackie M Douglas, Investigator 


HISTORY 

This firm is part of ConAgra Grocery Products Company, which is a division of ConAgra Foods, 

Inc, The division office is located in Irvine, CA. ConAgra Foods, Inc. is located in Omaha, NE, and 
per the Nebraska secretary of State’s web posting, is a foreign corporation incorporated in Delaware 
in 1976, with the registered agent identified as McGrath, North, Mullin, & Kratz, PC, 1601 Dodge 
Street, Omaha, NE. 

The Sylvester, GA firm is reported to be the only facility manufacturing Peter Pan Peanut Butter. 

The firm also manufactures Great Value Peanut Butter, a brand sold by Wal-Mart and Sam’s 
Wholesale stores. The firm has no FDA regulatory history. 

The previous FDA inspection here was 8/4/2000 and was limited to a follow up of 4 ppb aflatoxin 
B1 found in a surveillance sample of peanut butter. The firm refused to provide review of production 
and shipping records for the specific lot without a written request. No FDA-483 was issued. Previous 
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The firm did provide a review of micro testing results on 2 dates in October that were reported to be 
2 dates on which new votators (heat exchangers) were placed on line after having been cleaned and 
sanitized. Tests on both dates were “negative” for Salmonella and coliforms. 

Sample 308388, Peter Pan Peter Butter in 18 oz. jars and packaged on 2/24/05, was collected and 
submitted to SRL for microbial analysis per PAC 03803D. 
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101 S Seabrook Dr 
P.O. Box 585 

Sylvester, GA 31791-0585 
229776-8811 

101 S Seabrook Dr/Pob 585 
Sylvester, G A 31791 


Dates of inspection: 2/23/2005, 2/24/2005 
Days in the facility: 2 

Participants: Jackie M Douglas, Investigator 


HISTORY 

This firm is part of ConAgra Grocery Products Company, which is a division of ConAgra Foods, 

Inc, The division office is located in Irvine, CA. ConAgra Foods, Inc. is located in Omaha, NE, and 
per the Nebraska secretary of State’s web posting, is a foreign corporation incorporated in Delaware 
in 1976, with the registered agent identified as McGrath, North, Mullin, & Kratz, PC, 1601 Dodge 
Street, Omaha, NE. 

The Sylvester, GA firm is reported to be the only facility manufacturing Peter Pan Peanut Butter. 

The firm also manufactures Great Value Peanut Butter, a brand sold by Wal-Mart and Sam’s 
Wholesale stores. The firm has no FDA regulatory history. 

The previous FDA inspection here was 8/4/2000 and was limited to a follow up of 4 ppb aflatoxin 
B1 found in a surveillance sample of peanut butter. The firm refused to provide review of production 
and shipping records for the specific lot without a written request. No FDA-483 was issued. Previous 
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The firm did provide a review of micro testing results on 2 dates in October that were reported to be 
2 dates on which new votators (heat exchangers) were placed on line after having been cleaned and 
sanitized. Tests on both dates were “negative” for Salmonella and coliforms. 

Sample 308388, Peter Pan Peter Butter in 18 oz. jars and packaged on 2/24/05, was collected and 
submitted to SRL for microbial analysis per PAC 03803D. 
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Location: 


Phone 

FAX 
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ConAgra Grocery Products 
101 S Seabrook Dr 
P.O. Box 585 

Sylvester, GA 31791-0585 
229776-8811 

101 S Seabrook Dr/Pob 585 
Sylvester, G A 31791 


Dates of inspection: 2/23/2005, 2/24/2005 
Days in the facility: 2 

Participants: Jackie M Douglas, Investigator 


HISTORY 

This firm is part of ConAgra Grocery Products Company, which is a division of ConAgra Foods, 

Inc, The division office is located in Irvine, CA. ConAgra Foods, Inc. is located in Omaha, NE, and 
per the Nebraska secretary of State’s web posting, is a foreign corporation incorporated in Delaware 
in 1976, with the registered agent identified as McGrath, North, Mullin, & Kratz, PC, 1601 Dodge 
Street, Omaha, NE. 

The Sylvester, GA firm is reported to be the only facility manufacturing Peter Pan Peanut Butter. 

The firm also manufactures Great Value Peanut Butter, a brand sold by Wal-Mart and Sam’s 
Wholesale stores. The firm has no FDA regulatory history. 

The previous FDA inspection here was 8/4/2000 and was limited to a follow up of 4 ppb aflatoxin 
B1 found in a surveillance sample of peanut butter. The firm refused to provide review of production 
and shipping records for the specific lot without a written request. No FDA-483 was issued. Previous 
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The firm did provide a review of micro testing results on 2 dates in October that were reported to be 
2 dates on which new votators (heat exchangers) were placed on line after having been cleaned and 
sanitized. Tests on both dates were “negative” for Salmonella and coliforms. 

Sample 308388, Peter Pan Peter Butter in 18 oz. jars and packaged on 2/24/05, was collected and 
submitted to SRL for microbial analysis per PAC 03803D. 
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P.O. Box 585 

Sylvester, GA 31791-0585 
229776-8811 

101 S Seabrook Dr/Pob 585 
Sylvester, G A 31791 


Dates of inspection: 2/23/2005, 2/24/2005 
Days in the facility: 2 

Participants: Jackie M Douglas, Investigator 


HISTORY 

This firm is part of ConAgra Grocery Products Company, which is a division of ConAgra Foods, 

Inc, The division office is located in Irvine, CA. ConAgra Foods, Inc. is located in Omaha, NE, and 
per the Nebraska secretary of State’s web posting, is a foreign corporation incorporated in Delaware 
in 1976, with the registered agent identified as McGrath, North, Mullin, & Kratz, PC, 1601 Dodge 
Street, Omaha, NE. 

The Sylvester, GA firm is reported to be the only facility manufacturing Peter Pan Peanut Butter. 

The firm also manufactures Great Value Peanut Butter, a brand sold by Wal-Mart and Sam’s 
Wholesale stores. The firm has no FDA regulatory history. 

The previous FDA inspection here was 8/4/2000 and was limited to a follow up of 4 ppb aflatoxin 
B1 found in a surveillance sample of peanut butter. The firm refused to provide review of production 
and shipping records for the specific lot without a written request. No FDA-483 was issued. Previous 
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The firm did provide a review of micro testing results on 2 dates in October that were reported to be 
2 dates on which new votators (heat exchangers) were placed on line after having been cleaned and 
sanitized. Tests on both dates were “negative” for Salmonella and coliforms. 

Sample 308388, Peter Pan Peter Butter in 18 oz. jars and packaged on 2/24/05, was collected and 
submitted to SRL for microbial analysis per PAC 03803D. 
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Sylvester, GA 31791-0585 
229776-8811 

101 S Seabrook Dr/Pob 585 
Sylvester, G A 31791 


Dates of inspection: 2/23/2005, 2/24/2005 
Days in the facility: 2 

Participants: Jackie M Douglas, Investigator 


HISTORY 

This firm is part of ConAgra Grocery Products Company, which is a division of ConAgra Foods, 

Inc, The division office is located in Irvine, CA. ConAgra Foods, Inc. is located in Omaha, NE, and 
per the Nebraska secretary of State’s web posting, is a foreign corporation incorporated in Delaware 
in 1976, with the registered agent identified as McGrath, North, Mullin, & Kratz, PC, 1601 Dodge 
Street, Omaha, NE. 

The Sylvester, GA firm is reported to be the only facility manufacturing Peter Pan Peanut Butter. 

The firm also manufactures Great Value Peanut Butter, a brand sold by Wal-Mart and Sam’s 
Wholesale stores. The firm has no FDA regulatory history. 

The previous FDA inspection here was 8/4/2000 and was limited to a follow up of 4 ppb aflatoxin 
B1 found in a surveillance sample of peanut butter. The firm refused to provide review of production 
and shipping records for the specific lot without a written request. No FDA-483 was issued. Previous 
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The firm did provide a review of micro testing results on 2 dates in October that were reported to be 
2 dates on which new votators (heat exchangers) were placed on line after having been cleaned and 
sanitized. Tests on both dates were “negative” for Salmonella and coliforms. 

Sample 308388, Peter Pan Peter Butter in 18 oz. jars and packaged on 2/24/05, was collected and 
submitted to SRL for microbial analysis per PAC 03803D. 
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Mailing address 


ConAgra Grocery Products 
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P.O. Box 585 

Sylvester, GA 31791-0585 
229776-8811 

101 S Seabrook Dr/Pob 585 
Sylvester, G A 31791 


Dates of inspection: 2/23/2005, 2/24/2005 
Days in the facility: 2 

Participants: Jackie M Douglas, Investigator 


HISTORY 

This firm is part of ConAgra Grocery Products Company, which is a division of ConAgra Foods, 

Inc, The division office is located in Irvine, CA. ConAgra Foods, Inc. is located in Omaha, NE, and 
per the Nebraska secretary of State’s web posting, is a foreign corporation incorporated in Delaware 
in 1976, with the registered agent identified as McGrath, North, Mullin, & Kratz, PC, 1601 Dodge 
Street, Omaha, NE. 

The Sylvester, GA firm is reported to be the only facility manufacturing Peter Pan Peanut Butter. 

The firm also manufactures Great Value Peanut Butter, a brand sold by Wal-Mart and Sam’s 
Wholesale stores. The firm has no FDA regulatory history. 

The previous FDA inspection here was 8/4/2000 and was limited to a follow up of 4 ppb aflatoxin 
B1 found in a surveillance sample of peanut butter. The firm refused to provide review of production 
and shipping records for the specific lot without a written request. No FDA-483 was issued. Previous 
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The firm did provide a review of micro testing results on 2 dates in October that were reported to be 
2 dates on which new votators (heat exchangers) were placed on line after having been cleaned and 
sanitized. Tests on both dates were “negative” for Salmonella and coliforms. 

Sample 308388, Peter Pan Peter Butter in 18 oz. jars and packaged on 2/24/05, was collected and 
submitted to SRL for microbial analysis per PAC 03803D. 


ADMINISTRATIVE DATA 


Inspected firm; 
Location: 


Phone 

FAX 

Mailing address 


ConAgra Grocery Products 
101 S Seabrook Dr 
P.O. Box 585 

Sylvester, GA 31791-0585 
229776-8811 

101 S Seabrook Dr/Pob 585 
Sylvester, G A 31791 


Dates of inspection: 2/23/2005, 2/24/2005 
Days in the facility: 2 

Participants: Jackie M Douglas, Investigator 


HISTORY 

This firm is part of ConAgra Grocery Products Company, which is a division of ConAgra Foods, 

Inc, The division office is located in Irvine, CA. ConAgra Foods, Inc. is located in Omaha, NE, and 
per the Nebraska secretary of State’s web posting, is a foreign corporation incorporated in Delaware 
in 1976, with the registered agent identified as McGrath, North, Mullin, & Kratz, PC, 1601 Dodge 
Street, Omaha, NE. 

The Sylvester, GA firm is reported to be the only facility manufacturing Peter Pan Peanut Butter. 

The firm also manufactures Great Value Peanut Butter, a brand sold by Wal-Mart and Sam’s 
Wholesale stores. The firm has no FDA regulatory history. 

The previous FDA inspection here was 8/4/2000 and was limited to a follow up of 4 ppb aflatoxin 
B1 found in a surveillance sample of peanut butter. The firm refused to provide review of production 
and shipping records for the specific lot without a written request. No FDA-483 was issued. Previous 
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The firm did provide a review of micro testing results on 2 dates in October that were reported to be 
2 dates on which new votators (heat exchangers) were placed on line after having been cleaned and 
sanitized. Tests on both dates were “negative” for Salmonella and coliforms. 

Sample 308388, Peter Pan Peter Butter in 18 oz. jars and packaged on 2/24/05, was collected and 
submitted to SRL for microbial analysis per PAC 03803D. 
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229776-8811 

101 S Seabrook Dr/Pob 585 
Sylvester, G A 31791 


Dates of inspection: 2/23/2005, 2/24/2005 
Days in the facility: 2 

Participants: Jackie M Douglas, Investigator 


HISTORY 

This firm is part of ConAgra Grocery Products Company, which is a division of ConAgra Foods, 

Inc, The division office is located in Irvine, CA. ConAgra Foods, Inc. is located in Omaha, NE, and 
per the Nebraska secretary of State’s web posting, is a foreign corporation incorporated in Delaware 
in 1976, with the registered agent identified as McGrath, North, Mullin, & Kratz, PC, 1601 Dodge 
Street, Omaha, NE. 

The Sylvester, GA firm is reported to be the only facility manufacturing Peter Pan Peanut Butter. 

The firm also manufactures Great Value Peanut Butter, a brand sold by Wal-Mart and Sam’s 
Wholesale stores. The firm has no FDA regulatory history. 

The previous FDA inspection here was 8/4/2000 and was limited to a follow up of 4 ppb aflatoxin 
B1 found in a surveillance sample of peanut butter. The firm refused to provide review of production 
and shipping records for the specific lot without a written request. No FDA-483 was issued. Previous 
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The firm did provide a review of micro testing results on 2 dates in October that were reported to be 
2 dates on which new votators (heat exchangers) were placed on line after having been cleaned and 
sanitized. Tests on both dates were “negative” for Salmonella and coliforms. 

Sample 308388, Peter Pan Peter Butter in 18 oz. jars and packaged on 2/24/05, was collected and 
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Days in the facility: 2 

Participants: Jackie M Douglas, Investigator 
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This firm is part of ConAgra Grocery Products Company, which is a division of ConAgra Foods, 

Inc, The division office is located in Irvine, CA. ConAgra Foods, Inc. is located in Omaha, NE, and 
per the Nebraska secretary of State’s web posting, is a foreign corporation incorporated in Delaware 
in 1976, with the registered agent identified as McGrath, North, Mullin, & Kratz, PC, 1601 Dodge 
Street, Omaha, NE. 

The Sylvester, GA firm is reported to be the only facility manufacturing Peter Pan Peanut Butter. 

The firm also manufactures Great Value Peanut Butter, a brand sold by Wal-Mart and Sam’s 
Wholesale stores. The firm has no FDA regulatory history. 

The previous FDA inspection here was 8/4/2000 and was limited to a follow up of 4 ppb aflatoxin 
B1 found in a surveillance sample of peanut butter. The firm refused to provide review of production 
and shipping records for the specific lot without a written request. No FDA-483 was issued. Previous 
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FDA contact here was an investigation completed 2/14/04 conducted in follow-up to complaint 
22892 regarding inaccurate labeling in reduced fat peanut butter. The firm had corrected the labeling 
declaration on the product. 

INTERSTATE COMMERCE 

The firm routinely ships in interstate commerce via common carrier, and distributes peanut butter 
from this location to ConAgra’s warehouse distribution locations, the nearest of which are located in 
Atlanta, GA and Jacksonville, FL, The firm ships some product directly to Wal-Mart or Sam’s 
stores. 

JURISDICTION 

During this inspection the film manufactured creamy peanut butter and packaged it under the Peter 
Pan label in 18 and 28 oz. plastic jars, and a 6 lb, composite can. Refer to Exhibits 4 through 6 for 
labeling of these products. The firm also packages Peter Pan peanut butter in 12, 40, 48, and 56 oz. 
plastic jars. 

Great Value products are packed in 18, 28 and 40 oz. plastic jars only. I did not witness any 
production of Great Value product, nor any reduced fat peanut butter, or non-standardized peanut 
butter spreads which the firm also produces. 

Management reports the firm uses only domestic peanuts in its production of peanut butter products. 

RESPONSIBILITY 

Upon entering the firm on 2/23/05, I was asked by the receptionist to sign in and to read and sign the 
attached (see Exhibit 1 ) Plant Confidentiality Agreement. I advised her 1 would read it but could not 
sign it. I read it and asked if I could keep a copy and she agreed. 

I asked for the Plant Manager and was directed to Mr. Thomas C. Gentle. Credentials were shown to 
and the FDA-482, Notice of Inspection (and “Resources for FDA Regulated Businesses” document) 
issued to Mr. Gentle. Present also at this time were Mr. Michael J. Matis, Quality Assurance 
Manager, and Mr. Rick A. Young, Maintenance and Sanitation Manager. These 3 individuals 
accompanied throughout the inspection on 2/23. On 2/24, Messrs. Gentle and Matis accompanied. 
Mr. Matis and Mr. Gentle accompanied during sample collection on 2/24/05, and the FDA-484, 
Receipt for Samples, was issued to and signed by Mr. Gentle. 


The current Food Security Guidance document was provided to Mr. Gentle, and I inquired as to the 
firm’s registration status under the bio-terrorism rule. Mr. Matis advised the firm was registered and 
that had been handled by the firm’s corporate office. 


I explained to Messrs. Gentle, Matis and Young that this was a GMP inspection precipitated by 
recent complaints and I provided some background information to them. Refer to the heading 
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FDA contact here was an investigation completed 2/14/04 conducted in follow-up to complaint 
22892 regarding inaccurate labeling in reduced fat peanut butter. The firm had corrected the labeling 
declaration on the product. 

INTERSTATE COMMERCE 

The firm routinely ships in interstate commerce via common carrier, and distributes peanut butter 
from this location to ConAgra’s warehouse distribution locations, the nearest of which are located in 
Atlanta, GA and Jacksonville, FL, The firm ships some product directly to Wal-Mart or Sam’s 
stores. 

JURISDICTION 

During this inspection the film manufactured creamy peanut butter and packaged it under the Peter 
Pan label in 18 and 28 oz. plastic jars, and a 6 lb, composite can. Refer to Exhibits 4 through 6 for 
labeling of these products. The firm also packages Peter Pan peanut butter in 12, 40, 48, and 56 oz. 
plastic jars. 

Great Value products are packed in 18, 28 and 40 oz. plastic jars only. I did not witness any 
production of Great Value product, nor any reduced fat peanut butter, or non-standardized peanut 
butter spreads which the firm also produces. 

Management reports the firm uses only domestic peanuts in its production of peanut butter products. 

RESPONSIBILITY 

Upon entering the firm on 2/23/05, I was asked by the receptionist to sign in and to read and sign the 
attached (see Exhibit 1 ) Plant Confidentiality Agreement. I advised her 1 would read it but could not 
sign it. I read it and asked if I could keep a copy and she agreed. 

I asked for the Plant Manager and was directed to Mr. Thomas C. Gentle. Credentials were shown to 
and the FDA-482, Notice of Inspection (and “Resources for FDA Regulated Businesses” document) 
issued to Mr. Gentle. Present also at this time were Mr. Michael J. Matis, Quality Assurance 
Manager, and Mr. Rick A. Young, Maintenance and Sanitation Manager. These 3 individuals 
accompanied throughout the inspection on 2/23. On 2/24, Messrs. Gentle and Matis accompanied. 
Mr. Matis and Mr. Gentle accompanied during sample collection on 2/24/05, and the FDA-484, 
Receipt for Samples, was issued to and signed by Mr. Gentle. 


The current Food Security Guidance document was provided to Mr. Gentle, and I inquired as to the 
firm’s registration status under the bio-terrorism rule. Mr. Matis advised the firm was registered and 
that had been handled by the firm’s corporate office. 


I explained to Messrs. Gentle, Matis and Young that this was a GMP inspection precipitated by 
recent complaints and I provided some background information to them. Refer to the heading 
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FDA contact here was an investigation completed 2/14/04 conducted in follow-up to complaint 
22892 regarding inaccurate labeling in reduced fat peanut butter. The firm had corrected the labeling 
declaration on the product. 

INTERSTATE COMMERCE 

The firm routinely ships in interstate commerce via common carrier, and distributes peanut butter 
from this location to ConAgra’s warehouse distribution locations, the nearest of which are located in 
Atlanta, GA and Jacksonville, FL, The firm ships some product directly to Wal-Mart or Sam’s 
stores. 

JURISDICTION 

During this inspection the film manufactured creamy peanut butter and packaged it under the Peter 
Pan label in 18 and 28 oz. plastic jars, and a 6 lb, composite can. Refer to Exhibits 4 through 6 for 
labeling of these products. The firm also packages Peter Pan peanut butter in 12, 40, 48, and 56 oz. 
plastic jars. 

Great Value products are packed in 18, 28 and 40 oz. plastic jars only. I did not witness any 
production of Great Value product, nor any reduced fat peanut butter, or non-standardized peanut 
butter spreads which the firm also produces. 

Management reports the firm uses only domestic peanuts in its production of peanut butter products. 

RESPONSIBILITY 

Upon entering the firm on 2/23/05, I was asked by the receptionist to sign in and to read and sign the 
attached (see Exhibit 1 ) Plant Confidentiality Agreement. I advised her 1 would read it but could not 
sign it. I read it and asked if I could keep a copy and she agreed. 

I asked for the Plant Manager and was directed to Mr. Thomas C. Gentle. Credentials were shown to 
and the FDA-482, Notice of Inspection (and “Resources for FDA Regulated Businesses” document) 
issued to Mr. Gentle. Present also at this time were Mr. Michael J. Matis, Quality Assurance 
Manager, and Mr. Rick A. Young, Maintenance and Sanitation Manager. These 3 individuals 
accompanied throughout the inspection on 2/23. On 2/24, Messrs. Gentle and Matis accompanied. 
Mr. Matis and Mr. Gentle accompanied during sample collection on 2/24/05, and the FDA-484, 
Receipt for Samples, was issued to and signed by Mr. Gentle. 


The current Food Security Guidance document was provided to Mr. Gentle, and I inquired as to the 
firm’s registration status under the bio-terrorism rule. Mr. Matis advised the firm was registered and 
that had been handled by the firm’s corporate office. 


I explained to Messrs. Gentle, Matis and Young that this was a GMP inspection precipitated by 
recent complaints and I provided some background information to them. Refer to the heading 
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FDA contact here was an investigation completed 2/14/04 conducted in follow-up to complaint 
22892 regarding inaccurate labeling in reduced fat peanut butter. The firm had corrected the labeling 
declaration on the product. 

INTERSTATE COMMERCE 

The firm routinely ships in interstate commerce via common carrier, and distributes peanut butter 
from this location to ConAgra’s warehouse distribution locations, the nearest of which are located in 
Atlanta, GA and Jacksonville, FL, The firm ships some product directly to Wal-Mart or Sam’s 
stores. 

JURISDICTION 

During this inspection the film manufactured creamy peanut butter and packaged it under the Peter 
Pan label in 18 and 28 oz. plastic jars, and a 6 lb, composite can. Refer to Exhibits 4 through 6 for 
labeling of these products. The firm also packages Peter Pan peanut butter in 12, 40, 48, and 56 oz. 
plastic jars. 

Great Value products are packed in 18, 28 and 40 oz. plastic jars only. I did not witness any 
production of Great Value product, nor any reduced fat peanut butter, or non-standardized peanut 
butter spreads which the firm also produces. 

Management reports the firm uses only domestic peanuts in its production of peanut butter products. 

RESPONSIBILITY 

Upon entering the firm on 2/23/05, I was asked by the receptionist to sign in and to read and sign the 
attached (see Exhibit 1 ) Plant Confidentiality Agreement. I advised her 1 would read it but could not 
sign it. I read it and asked if I could keep a copy and she agreed. 

I asked for the Plant Manager and was directed to Mr. Thomas C. Gentle. Credentials were shown to 
and the FDA-482, Notice of Inspection (and “Resources for FDA Regulated Businesses” document) 
issued to Mr. Gentle. Present also at this time were Mr. Michael J. Matis, Quality Assurance 
Manager, and Mr. Rick A. Young, Maintenance and Sanitation Manager. These 3 individuals 
accompanied throughout the inspection on 2/23. On 2/24, Messrs. Gentle and Matis accompanied. 
Mr. Matis and Mr. Gentle accompanied during sample collection on 2/24/05, and the FDA-484, 
Receipt for Samples, was issued to and signed by Mr. Gentle. 


The current Food Security Guidance document was provided to Mr. Gentle, and I inquired as to the 
firm’s registration status under the bio-terrorism rule. Mr. Matis advised the firm was registered and 
that had been handled by the firm’s corporate office. 


I explained to Messrs. Gentle, Matis and Young that this was a GMP inspection precipitated by 
recent complaints and I provided some background information to them. Refer to the heading 
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FDA contact here was an investigation completed 2/14/04 conducted in follow-up to complaint 
22892 regarding inaccurate labeling in reduced fat peanut butter. The firm had corrected the labeling 
declaration on the product. 

INTERSTATE COMMERCE 

The firm routinely ships in interstate commerce via common carrier, and distributes peanut butter 
from this location to ConAgra’s warehouse distribution locations, the nearest of which are located in 
Atlanta, GA and Jacksonville, FL, The firm ships some product directly to Wal-Mart or Sam’s 
stores. 

JURISDICTION 

During this inspection the film manufactured creamy peanut butter and packaged it under the Peter 
Pan label in 18 and 28 oz. plastic jars, and a 6 lb, composite can. Refer to Exhibits 4 through 6 for 
labeling of these products. The firm also packages Peter Pan peanut butter in 12, 40, 48, and 56 oz. 
plastic jars. 

Great Value products are packed in 18, 28 and 40 oz. plastic jars only. I did not witness any 
production of Great Value product, nor any reduced fat peanut butter, or non-standardized peanut 
butter spreads which the firm also produces. 

Management reports the firm uses only domestic peanuts in its production of peanut butter products. 

RESPONSIBILITY 

Upon entering the firm on 2/23/05, I was asked by the receptionist to sign in and to read and sign the 
attached (see Exhibit 1 ) Plant Confidentiality Agreement. I advised her 1 would read it but could not 
sign it. I read it and asked if I could keep a copy and she agreed. 

I asked for the Plant Manager and was directed to Mr. Thomas C. Gentle. Credentials were shown to 
and the FDA-482, Notice of Inspection (and “Resources for FDA Regulated Businesses” document) 
issued to Mr. Gentle. Present also at this time were Mr. Michael J. Matis, Quality Assurance 
Manager, and Mr. Rick A. Young, Maintenance and Sanitation Manager. These 3 individuals 
accompanied throughout the inspection on 2/23. On 2/24, Messrs. Gentle and Matis accompanied. 
Mr. Matis and Mr. Gentle accompanied during sample collection on 2/24/05, and the FDA-484, 
Receipt for Samples, was issued to and signed by Mr. Gentle. 


The current Food Security Guidance document was provided to Mr. Gentle, and I inquired as to the 
firm’s registration status under the bio-terrorism rule. Mr. Matis advised the firm was registered and 
that had been handled by the firm’s corporate office. 


I explained to Messrs. Gentle, Matis and Young that this was a GMP inspection precipitated by 
recent complaints and I provided some background information to them. Refer to the heading 
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FDA contact here was an investigation completed 2/14/04 conducted in follow-up to complaint 
22892 regarding inaccurate labeling in reduced fat peanut butter. The firm had corrected the labeling 
declaration on the product. 

INTERSTATE COMMERCE 

The firm routinely ships in interstate commerce via common carrier, and distributes peanut butter 
from this location to ConAgra’s warehouse distribution locations, the nearest of which are located in 
Atlanta, GA and Jacksonville, FL, The firm ships some product directly to Wal-Mart or Sam’s 
stores. 

JURISDICTION 

During this inspection the film manufactured creamy peanut butter and packaged it under the Peter 
Pan label in 18 and 28 oz. plastic jars, and a 6 lb, composite can. Refer to Exhibits 4 through 6 for 
labeling of these products. The firm also packages Peter Pan peanut butter in 12, 40, 48, and 56 oz. 
plastic jars. 

Great Value products are packed in 18, 28 and 40 oz. plastic jars only. I did not witness any 
production of Great Value product, nor any reduced fat peanut butter, or non-standardized peanut 
butter spreads which the firm also produces. 

Management reports the firm uses only domestic peanuts in its production of peanut butter products. 

RESPONSIBILITY 

Upon entering the firm on 2/23/05, I was asked by the receptionist to sign in and to read and sign the 
attached (see Exhibit 1 ) Plant Confidentiality Agreement. I advised her 1 would read it but could not 
sign it. I read it and asked if I could keep a copy and she agreed. 

I asked for the Plant Manager and was directed to Mr. Thomas C. Gentle. Credentials were shown to 
and the FDA-482, Notice of Inspection (and “Resources for FDA Regulated Businesses” document) 
issued to Mr. Gentle. Present also at this time were Mr. Michael J. Matis, Quality Assurance 
Manager, and Mr. Rick A. Young, Maintenance and Sanitation Manager. These 3 individuals 
accompanied throughout the inspection on 2/23. On 2/24, Messrs. Gentle and Matis accompanied. 
Mr. Matis and Mr. Gentle accompanied during sample collection on 2/24/05, and the FDA-484, 
Receipt for Samples, was issued to and signed by Mr. Gentle. 


The current Food Security Guidance document was provided to Mr. Gentle, and I inquired as to the 
firm’s registration status under the bio-terrorism rule. Mr. Matis advised the firm was registered and 
that had been handled by the firm’s corporate office. 


I explained to Messrs. Gentle, Matis and Young that this was a GMP inspection precipitated by 
recent complaints and I provided some background information to them. Refer to the heading 
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FDA contact here was an investigation completed 2/14/04 conducted in follow-up to complaint 
22892 regarding inaccurate labeling in reduced fat peanut butter. The firm had corrected the labeling 
declaration on the product. 

INTERSTATE COMMERCE 

The firm routinely ships in interstate commerce via common carrier, and distributes peanut butter 
from this location to ConAgra’s warehouse distribution locations, the nearest of which are located in 
Atlanta, GA and Jacksonville, FL, The firm ships some product directly to Wal-Mart or Sam’s 
stores. 

JURISDICTION 

During this inspection the film manufactured creamy peanut butter and packaged it under the Peter 
Pan label in 18 and 28 oz. plastic jars, and a 6 lb, composite can. Refer to Exhibits 4 through 6 for 
labeling of these products. The firm also packages Peter Pan peanut butter in 12, 40, 48, and 56 oz. 
plastic jars. 

Great Value products are packed in 18, 28 and 40 oz. plastic jars only. I did not witness any 
production of Great Value product, nor any reduced fat peanut butter, or non-standardized peanut 
butter spreads which the firm also produces. 

Management reports the firm uses only domestic peanuts in its production of peanut butter products. 

RESPONSIBILITY 

Upon entering the firm on 2/23/05, I was asked by the receptionist to sign in and to read and sign the 
attached (see Exhibit 1 ) Plant Confidentiality Agreement. I advised her 1 would read it but could not 
sign it. I read it and asked if I could keep a copy and she agreed. 

I asked for the Plant Manager and was directed to Mr. Thomas C. Gentle. Credentials were shown to 
and the FDA-482, Notice of Inspection (and “Resources for FDA Regulated Businesses” document) 
issued to Mr. Gentle. Present also at this time were Mr. Michael J. Matis, Quality Assurance 
Manager, and Mr. Rick A. Young, Maintenance and Sanitation Manager. These 3 individuals 
accompanied throughout the inspection on 2/23. On 2/24, Messrs. Gentle and Matis accompanied. 
Mr. Matis and Mr. Gentle accompanied during sample collection on 2/24/05, and the FDA-484, 
Receipt for Samples, was issued to and signed by Mr. Gentle. 


The current Food Security Guidance document was provided to Mr. Gentle, and I inquired as to the 
firm’s registration status under the bio-terrorism rule. Mr. Matis advised the firm was registered and 
that had been handled by the firm’s corporate office. 


I explained to Messrs. Gentle, Matis and Young that this was a GMP inspection precipitated by 
recent complaints and I provided some background information to them. Refer to the heading 


3 of 13 



Establishment Inspection Report 

ConAgra Grocery Products 
Sylvester, GA 31791-0585 


897 


FEI 
El Start 
El End 


1038538 

02/23/2005 

02/24/2005 


FDA contact here was an investigation completed 2/14/04 conducted in follow-up to complaint 
22892 regarding inaccurate labeling in reduced fat peanut butter. The firm had corrected the labeling 
declaration on the product. 

INTERSTATE COMMERCE 

The firm routinely ships in interstate commerce via common carrier, and distributes peanut butter 
from this location to ConAgra’s warehouse distribution locations, the nearest of which are located in 
Atlanta, GA and Jacksonville, FL, The firm ships some product directly to Wal-Mart or Sam’s 
stores. 

JURISDICTION 

During this inspection the film manufactured creamy peanut butter and packaged it under the Peter 
Pan label in 18 and 28 oz. plastic jars, and a 6 lb, composite can. Refer to Exhibits 4 through 6 for 
labeling of these products. The firm also packages Peter Pan peanut butter in 12, 40, 48, and 56 oz. 
plastic jars. 

Great Value products are packed in 18, 28 and 40 oz. plastic jars only. I did not witness any 
production of Great Value product, nor any reduced fat peanut butter, or non-standardized peanut 
butter spreads which the firm also produces. 

Management reports the firm uses only domestic peanuts in its production of peanut butter products. 

RESPONSIBILITY 

Upon entering the firm on 2/23/05, I was asked by the receptionist to sign in and to read and sign the 
attached (see Exhibit 1 ) Plant Confidentiality Agreement. I advised her 1 would read it but could not 
sign it. I read it and asked if I could keep a copy and she agreed. 

I asked for the Plant Manager and was directed to Mr. Thomas C. Gentle. Credentials were shown to 
and the FDA-482, Notice of Inspection (and “Resources for FDA Regulated Businesses” document) 
issued to Mr. Gentle. Present also at this time were Mr. Michael J. Matis, Quality Assurance 
Manager, and Mr. Rick A. Young, Maintenance and Sanitation Manager. These 3 individuals 
accompanied throughout the inspection on 2/23. On 2/24, Messrs. Gentle and Matis accompanied. 
Mr. Matis and Mr. Gentle accompanied during sample collection on 2/24/05, and the FDA-484, 
Receipt for Samples, was issued to and signed by Mr. Gentle. 


The current Food Security Guidance document was provided to Mr. Gentle, and I inquired as to the 
firm’s registration status under the bio-terrorism rule. Mr. Matis advised the firm was registered and 
that had been handled by the firm’s corporate office. 


I explained to Messrs. Gentle, Matis and Young that this was a GMP inspection precipitated by 
recent complaints and I provided some background information to them. Refer to the heading 
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FDA contact here was an investigation completed 2/14/04 conducted in follow-up to complaint 
22892 regarding inaccurate labeling in reduced fat peanut butter. The firm had corrected the labeling 
declaration on the product. 

INTERSTATE COMMERCE 

The firm routinely ships in interstate commerce via common carrier, and distributes peanut butter 
from this location to ConAgra’s warehouse distribution locations, the nearest of which are located in 
Atlanta, GA and Jacksonville, FL, The firm ships some product directly to Wal-Mart or Sam’s 
stores. 

JURISDICTION 

During this inspection the film manufactured creamy peanut butter and packaged it under the Peter 
Pan label in 18 and 28 oz. plastic jars, and a 6 lb, composite can. Refer to Exhibits 4 through 6 for 
labeling of these products. The firm also packages Peter Pan peanut butter in 12, 40, 48, and 56 oz. 
plastic jars. 

Great Value products are packed in 18, 28 and 40 oz. plastic jars only. I did not witness any 
production of Great Value product, nor any reduced fat peanut butter, or non-standardized peanut 
butter spreads which the firm also produces. 

Management reports the firm uses only domestic peanuts in its production of peanut butter products. 

RESPONSIBILITY 

Upon entering the firm on 2/23/05, I was asked by the receptionist to sign in and to read and sign the 
attached (see Exhibit 1 ) Plant Confidentiality Agreement. I advised her 1 would read it but could not 
sign it. I read it and asked if I could keep a copy and she agreed. 

I asked for the Plant Manager and was directed to Mr. Thomas C. Gentle. Credentials were shown to 
and the FDA-482, Notice of Inspection (and “Resources for FDA Regulated Businesses” document) 
issued to Mr. Gentle. Present also at this time were Mr. Michael J. Matis, Quality Assurance 
Manager, and Mr. Rick A. Young, Maintenance and Sanitation Manager. These 3 individuals 
accompanied throughout the inspection on 2/23. On 2/24, Messrs. Gentle and Matis accompanied. 
Mr. Matis and Mr. Gentle accompanied during sample collection on 2/24/05, and the FDA-484, 
Receipt for Samples, was issued to and signed by Mr. Gentle. 


The current Food Security Guidance document was provided to Mr. Gentle, and I inquired as to the 
firm’s registration status under the bio-terrorism rule. Mr. Matis advised the firm was registered and 
that had been handled by the firm’s corporate office. 


I explained to Messrs. Gentle, Matis and Young that this was a GMP inspection precipitated by 
recent complaints and I provided some background information to them. Refer to the heading 
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FDA contact here was an investigation completed 2/14/04 conducted in follow-up to complaint 
22892 regarding inaccurate labeling in reduced fat peanut butter. The firm had corrected the labeling 
declaration on the product. 

INTERSTATE COMMERCE 

The firm routinely ships in interstate commerce via common carrier, and distributes peanut butter 
from this location to ConAgra’s warehouse distribution locations, the nearest of which are located in 
Atlanta, GA and Jacksonville, FL, The firm ships some product directly to Wal-Mart or Sam’s 
stores. 

JURISDICTION 

During this inspection the film manufactured creamy peanut butter and packaged it under the Peter 
Pan label in 18 and 28 oz. plastic jars, and a 6 lb, composite can. Refer to Exhibits 4 through 6 for 
labeling of these products. The firm also packages Peter Pan peanut butter in 12, 40, 48, and 56 oz. 
plastic jars. 

Great Value products are packed in 18, 28 and 40 oz. plastic jars only. I did not witness any 
production of Great Value product, nor any reduced fat peanut butter, or non-standardized peanut 
butter spreads which the firm also produces. 

Management reports the firm uses only domestic peanuts in its production of peanut butter products. 

RESPONSIBILITY 

Upon entering the firm on 2/23/05, I was asked by the receptionist to sign in and to read and sign the 
attached (see Exhibit 1 ) Plant Confidentiality Agreement. I advised her 1 would read it but could not 
sign it. I read it and asked if I could keep a copy and she agreed. 

I asked for the Plant Manager and was directed to Mr. Thomas C. Gentle. Credentials were shown to 
and the FDA-482, Notice of Inspection (and “Resources for FDA Regulated Businesses” document) 
issued to Mr. Gentle. Present also at this time were Mr. Michael J. Matis, Quality Assurance 
Manager, and Mr. Rick A. Young, Maintenance and Sanitation Manager. These 3 individuals 
accompanied throughout the inspection on 2/23. On 2/24, Messrs. Gentle and Matis accompanied. 
Mr. Matis and Mr. Gentle accompanied during sample collection on 2/24/05, and the FDA-484, 
Receipt for Samples, was issued to and signed by Mr. Gentle. 


The current Food Security Guidance document was provided to Mr. Gentle, and I inquired as to the 
firm’s registration status under the bio-terrorism rule. Mr. Matis advised the firm was registered and 
that had been handled by the firm’s corporate office. 


I explained to Messrs. Gentle, Matis and Young that this was a GMP inspection precipitated by 
recent complaints and I provided some background information to them. Refer to the heading 
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Complaints/ Product Defects for the content of this discussion and additional information related to 
the firm’s handling of complaints. 


Messrs. Gentle and Matis provided information related to complaint handling, history of business, 
chain of command, and general processing operations. Mr. Matis answered questions related to the 
firm’s quality control operations. Mr. Young answered questions related to equipment operations, 
maintenance, and sanitation and pest control activities. 


On 2/23/05, Mr. Matis cited corporate policy in initially delaying review of written quality 
procedures related to microbial testing of peanut butter. He said he would have to check with the 
firm’s corporate offices before allowing it. On 2/24, Mr. Matis provided a verbal overview of the 
firm’s microbial testing program and showed to me test summaries on finished product. He reported 
having obtained permission to do so from the firm’s legal counsel, Ms. Sondra Morar, Esq., 1601 
Dodge Street, Suite 3700, Omaha, NE 68102. Mr. Matis declined to answer a question as to whether 
or not aflatoxin test results posted on lot identifications of raw peanut bins were the results from in- 
house tests or from vendor/USDA supplied certificates. 


Mr. Matis reports directly to Mr, Gentle. Mr. Gentle is the most responsible person present here on a 
day to day basis. Mr. Gentle reports to Mr. Joe McSherry (Omaha NE), Director of Operations for 
the ConAgra Grocery Products Division. Mr. McSherry, in turn reports to Mr. Greg Smith, Vice 
President of Operations, and Mr. Smith to Mr. Dean Hollis, President of the Grocery Products 
Division. Messrs. Hollis and Smith are located at Irvine, CA. (PO Box 57079, Irvine, CA 92619- 
7078). Mr, Bruce Rhode was identified as president of ConAgra Foods of Omaha, NE. 

MANUFACTURING CODES 

The code in use is best explained through an example, as follows; 

Given the following code of “21 115055 00 1037A BEST BY AUG242006’’, the key is: “2111” is 
the Sylvester, GA plant identifier; “5” is the year 2005; “055” the Julian date, in this case 2/24/05; 
“00” is a space filler; 1037 is a variable military time for filling; and “A” is the A line (firm also has 
B, C, and D lines for consumer products). The “Best By” date is 1 8 months from the production 
date. Note that at one time the firm’s plant identifier character began with the letter “S”. Mr. Matis 
speculated that this character was misread as a “5” in some of the complaints FDA had received. 


Codes are inked on jar lids and on the plastic over wraps of cases. Exhibit 2 shows a case label with 
the code occupying the 2 lines left of the bar code. Case codes are basically the same, but with the 
time following the line indicator. Note display units assembled for Wal-Mart stores lack case over 
wraps. However, individual jars within each flat are coded and the firm records jar codes on shipping 
documents for each pallet of display units prepared. Mr. Matis showed this to me and explained that 
in some instances these displays may contain commingled codes. 


4 of 13 



Establishment Inspection Report 

ConAgra Grocery Products 
Sylvester, GA 31791-0585 


901 


FEI 
El Start 
El End 


1038S38 

02/23/2005 

02/24/2005 


Complaints/ Product Defects for the content of this discussion and additional information related to 
the firm’s handling of complaints. 


Messrs. Gentle and Matis provided information related to complaint handling, history of business, 
chain of command, and general processing operations. Mr. Matis answered questions related to the 
firm’s quality control operations. Mr. Young answered questions related to equipment operations, 
maintenance, and sanitation and pest control activities. 


On 2/23/05, Mr. Matis cited corporate policy in initially delaying review of written quality 
procedures related to microbial testing of peanut butter. He said he would have to check with the 
firm’s corporate offices before allowing it. On 2/24, Mr. Matis provided a verbal overview of the 
firm’s microbial testing program and showed to me test summaries on finished product. He reported 
having obtained permission to do so from the firm’s legal counsel, Ms. Sondra Morar, Esq., 1601 
Dodge Street, Suite 3700, Omaha, NE 68102. Mr. Matis declined to answer a question as to whether 
or not aflatoxin test results posted on lot identifications of raw peanut bins were the results from in- 
house tests or from vendor/USDA supplied certificates. 


Mr. Matis reports directly to Mr, Gentle. Mr. Gentle is the most responsible person present here on a 
day to day basis. Mr. Gentle reports to Mr. Joe McSherry (Omaha NE), Director of Operations for 
the ConAgra Grocery Products Division. Mr. McSherry, in turn reports to Mr. Greg Smith, Vice 
President of Operations, and Mr. Smith to Mr. Dean Hollis, President of the Grocery Products 
Division. Messrs. Hollis and Smith are located at Irvine, CA. (PO Box 57079, Irvine, CA 92619- 
7078). Mr, Bruce Rhode was identified as president of ConAgra Foods of Omaha, NE. 

MANUFACTURING CODES 

The code in use is best explained through an example, as follows; 

Given the following code of “21 115055 00 1037A BEST BY AUG242006’’, the key is: “2111” is 
the Sylvester, GA plant identifier; “5” is the year 2005; “055” the Julian date, in this case 2/24/05; 
“00” is a space filler; 1037 is a variable military time for filling; and “A” is the A line (firm also has 
B, C, and D lines for consumer products). The “Best By” date is 1 8 months from the production 
date. Note that at one time the firm’s plant identifier character began with the letter “S”. Mr. Matis 
speculated that this character was misread as a “5” in some of the complaints FDA had received. 


Codes are inked on jar lids and on the plastic over wraps of cases. Exhibit 2 shows a case label with 
the code occupying the 2 lines left of the bar code. Case codes are basically the same, but with the 
time following the line indicator. Note display units assembled for Wal-Mart stores lack case over 
wraps. However, individual jars within each flat are coded and the firm records jar codes on shipping 
documents for each pallet of display units prepared. Mr. Matis showed this to me and explained that 
in some instances these displays may contain commingled codes. 


4 of 13 



Establishment Inspection Report 

ConAgra Grocery Products 
Sylvester, GA 31791-0585 


902 


FEI 
El Start 
El End 


1038S38 

02/23/2005 

02/24/2005 


Complaints/ Product Defects for the content of this discussion and additional information related to 
the firm’s handling of complaints. 


Messrs. Gentle and Matis provided information related to complaint handling, history of business, 
chain of command, and general processing operations. Mr. Matis answered questions related to the 
firm’s quality control operations. Mr. Young answered questions related to equipment operations, 
maintenance, and sanitation and pest control activities. 


On 2/23/05, Mr. Matis cited corporate policy in initially delaying review of written quality 
procedures related to microbial testing of peanut butter. He said he would have to check with the 
firm’s corporate offices before allowing it. On 2/24, Mr. Matis provided a verbal overview of the 
firm’s microbial testing program and showed to me test summaries on finished product. He reported 
having obtained permission to do so from the firm’s legal counsel, Ms. Sondra Morar, Esq., 1601 
Dodge Street, Suite 3700, Omaha, NE 68102. Mr. Matis declined to answer a question as to whether 
or not aflatoxin test results posted on lot identifications of raw peanut bins were the results from in- 
house tests or from vendor/USDA supplied certificates. 


Mr. Matis reports directly to Mr, Gentle. Mr. Gentle is the most responsible person present here on a 
day to day basis. Mr. Gentle reports to Mr. Joe McSherry (Omaha NE), Director of Operations for 
the ConAgra Grocery Products Division. Mr. McSherry, in turn reports to Mr. Greg Smith, Vice 
President of Operations, and Mr. Smith to Mr. Dean Hollis, President of the Grocery Products 
Division. Messrs. Hollis and Smith are located at Irvine, CA. (PO Box 57079, Irvine, CA 92619- 
7078). Mr, Bruce Rhode was identified as president of ConAgra Foods of Omaha, NE. 

MANUFACTURING CODES 

The code in use is best explained through an example, as follows; 

Given the following code of “21 115055 00 1037A BEST BY AUG242006’’, the key is: “2111” is 
the Sylvester, GA plant identifier; “5” is the year 2005; “055” the Julian date, in this case 2/24/05; 
“00” is a space filler; 1037 is a variable military time for filling; and “A” is the A line (firm also has 
B, C, and D lines for consumer products). The “Best By” date is 1 8 months from the production 
date. Note that at one time the firm’s plant identifier character began with the letter “S”. Mr. Matis 
speculated that this character was misread as a “5” in some of the complaints FDA had received. 


Codes are inked on jar lids and on the plastic over wraps of cases. Exhibit 2 shows a case label with 
the code occupying the 2 lines left of the bar code. Case codes are basically the same, but with the 
time following the line indicator. Note display units assembled for Wal-Mart stores lack case over 
wraps. However, individual jars within each flat are coded and the firm records jar codes on shipping 
documents for each pallet of display units prepared. Mr. Matis showed this to me and explained that 
in some instances these displays may contain commingled codes. 


4 of 13 



Establishment Inspection Report 

ConAgra Grocery Products 
Sylvester, GA 31791-0585 


903 


FEI 
El Start 
El End 


1038S38 

02/23/2005 

02/24/2005 


Complaints/ Product Defects for the content of this discussion and additional information related to 
the firm’s handling of complaints. 


Messrs. Gentle and Matis provided information related to complaint handling, history of business, 
chain of command, and general processing operations. Mr. Matis answered questions related to the 
firm’s quality control operations. Mr. Young answered questions related to equipment operations, 
maintenance, and sanitation and pest control activities. 


On 2/23/05, Mr. Matis cited corporate policy in initially delaying review of written quality 
procedures related to microbial testing of peanut butter. He said he would have to check with the 
firm’s corporate offices before allowing it. On 2/24, Mr. Matis provided a verbal overview of the 
firm’s microbial testing program and showed to me test summaries on finished product. He reported 
having obtained permission to do so from the firm’s legal counsel, Ms. Sondra Morar, Esq., 1601 
Dodge Street, Suite 3700, Omaha, NE 68102. Mr. Matis declined to answer a question as to whether 
or not aflatoxin test results posted on lot identifications of raw peanut bins were the results from in- 
house tests or from vendor/USDA supplied certificates. 


Mr. Matis reports directly to Mr, Gentle. Mr. Gentle is the most responsible person present here on a 
day to day basis. Mr. Gentle reports to Mr. Joe McSherry (Omaha NE), Director of Operations for 
the ConAgra Grocery Products Division. Mr. McSherry, in turn reports to Mr. Greg Smith, Vice 
President of Operations, and Mr. Smith to Mr. Dean Hollis, President of the Grocery Products 
Division. Messrs. Hollis and Smith are located at Irvine, CA. (PO Box 57079, Irvine, CA 92619- 
7078). Mr, Bruce Rhode was identified as president of ConAgra Foods of Omaha, NE. 

MANUFACTURING CODES 

The code in use is best explained through an example, as follows; 

Given the following code of “21 115055 00 1037A BEST BY AUG242006’’, the key is: “2111” is 
the Sylvester, GA plant identifier; “5” is the year 2005; “055” the Julian date, in this case 2/24/05; 
“00” is a space filler; 1037 is a variable military time for filling; and “A” is the A line (firm also has 
B, C, and D lines for consumer products). The “Best By” date is 1 8 months from the production 
date. Note that at one time the firm’s plant identifier character began with the letter “S”. Mr. Matis 
speculated that this character was misread as a “5” in some of the complaints FDA had received. 


Codes are inked on jar lids and on the plastic over wraps of cases. Exhibit 2 shows a case label with 
the code occupying the 2 lines left of the bar code. Case codes are basically the same, but with the 
time following the line indicator. Note display units assembled for Wal-Mart stores lack case over 
wraps. However, individual jars within each flat are coded and the firm records jar codes on shipping 
documents for each pallet of display units prepared. Mr. Matis showed this to me and explained that 
in some instances these displays may contain commingled codes. 


4 of 13 



